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FOREWORD

This report identifies the research activities conducted by
Fitzsimons Army Medical Center investigators through protocols
approved by the Institutional Review Committee and registered with
the Department of Clinical Investigation during Fiscal Year 1992
along with other known presentations and publications by FAMC
professional staff.

The research protocols described in this report were conducted
under the provisions of AR 40-38, Clinical Investigation Program,
AR 40-7, Use of Investigational Drugs in Humans, AR 40-023, as
amended, Management of Clinical Investigation protocols and
Reports, to insure the medical safety, well being, preservation of
rights and dignity of human subjects who participated in these
investigations. In conducting the research described in this
report, the investigator(s) adhered to AR 70-18, Laboratory
Animals, Procurement, Transportation, Use, Care, and Public Affairs
and the "Guide for Laboratory Animal Facilities and Care", as
promulgated by the Committee or the Guide for Laboratory Animal
Resources, National Academy of Sciences, National Research Council.

The Department of Clinical Investigation is grateful to the
Center’s Commander, BG Thomas E. Bowen and all of the professional
and administrative staff for departments and directorates who have
furthered the mission of Clinical Investigation Department at
Fitzsimons through their cooperation and extra effort as reflected
in this report. I should 1l1like to particularly recognize the
outstanding work and dedication and wholehearted corroboration of
all of the Services’ within Clinical Investigation Department, the
Assistant Chief, LTC Michael Lieberman, the Chief, Microbiology
Service, LTC Richard Harris, the Research Protocol Specialist, Ms.
Marcia Bilak, and Ms. Chris Montoya, Secretary, without whose
assistance and support beyond the call of duty this year’s progress
and its report would not have been possible.
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UNIT S8UMMARY

Clinical Investigation efforts by FAMC personnel in FY 92 culminated
in the publication of 215 articles and 157 presentations and lectures
at national, international, and regional scientific meetings. As of
30 September 1992 there were 361 research protocols on the DCI regis-
ter.

Objectives:

To encourage the performance of clinically-oriented investigation by
personnel assigned to the Fitzsimons Army Medical Center (FAMC). To
aid in the planning, development, support, and execution of experimen-
tal clinical studies, both in patients and by directly related
laboratory work, into the clinical problems of significant concern in
the health care of members of the military community. To provide
physician experience in research and investigative procedures by
furnishing a highly educated and trained staff of specialists, labora-
tory facilities, administrative services and funding for: supplies,
equipment, consultants, publications and reprints. To achieve
continuous improvement in the quality of patient care by providing an
atmosphere of inquiry, maintaining high professional standing and
accreditation of advanced health programs.

The Clinical Investigation Program differs from Medical Research

and Development in that the emphasis is on the health care
problems existing in our patient populations, i.e., active duty,
retired, and dependents and not solely on medical problems af-
fecting combat readiness and the fighting strength. It is, by

its nature, an integral part of the triad of patient care and
medical education. It promotes and supports the finest ideals and
traditions of Military Medicine and enhances the vitality of the
teaching programs which in turn elevates the standard of medical
care. The research program operates on the premise that all approved
protocols will be supported to the fullest extent allowed by current
funding. This concept allows for a larger number of physicians and
ancillary personnel to participate in research rather than as in
the grant system used elsewhere. This means that virtually every
investigator is given a chance to pursue his research without having
to compete for funds with "established" names in the field.

Technical Approach:

This support is carried out under the aegis of AR 40-38, Clinical
Investigation Program; AR 40-7, Use of Investigational Drugs in
Humans; AR 70-25, Use of Volunteers as Subjects in Research: AR
70-18, Laboratory Animals, Procurement, Transportation, Use,




Care, and Public Affairs; HSC Reg 40-23, Management of Clinical
Investigation Protocols and Reports, as amended; FAMC Reg 40-18,
Institutional Review Comnmittee. This Department provides
guidance, assistance, and coordinates the FAMC program with
higher headquarters.

Manpower: current authorized strength is outlined.

Description Grade MOS Br Auth Req Act Name

Rank

C, Dept Clin Inv 04 60G8N MC 1 1 1 Sherman, K. MAJ
Clin. Rsch. Coord. 06 MC 1 Cucinell COoL
NCOIC, DCI E6 01H3R 1 1l 1 Stinnett SSG
Research Prot Sp 09 0301 GS 1 1 1 Bilak
Secretary 06 0318 GS 1 1 1 Montoya
Med Technologist 11 0644 GS © 1 1 Rush
Nurse Specialist 11 0610 GS Palestro
Nurse 09 0610 GS Ressman
C, Animal Res Svc 04 64C9B VC 1 1 1 Banks MAJ
NCOIC, ARS, DCI Eé6 91T3R 1 2 1 Barrett SSG
Animal Care NCO ES 91T2R Bowers SGT
Animal Care NCO ES5 91T2R Zobrist SGT
OR NCO, ARS E5 91D2R 1 1 1 Shiver SGT
Animal Care Foreman 04 5048 WS 1 1 1 Jones
Animal Caretaker 06 5408 WG 1 3 3 Chase

05 Hitchcock

05 Giese
C, Biochem Svc 03 68C9C MS 1 ,1 .1 Schofield CPT
NCOIC, Biochem ES 92B2R 1 l 1 Zahn SGT
Bio Sci Asst E4 O01H1R 1 3 1 Schaphorst SPC
Med Technologist 09 GS 1 1 1 Vacant
Research Chenm 11 1320 GS 2 3 3 Noble

Sherva

C, Biomet & Resh 05 68T00 MS 1 1l 1 Sherman, R. LTC
Psychophysiol. Tech.09 0181 GS Evans
Psychophysiol. Tech.07 0181 GS
Statistical Asst. 05 1531 GS Caminer
C, Cell Phys Svc 13 1320 GS 1 1 1 Jackson, R.
NCOIC, CPS E6 01H3R 1 1l 1 Cruz-Saez 8SG
Bio Sci NCO E5 01H2R 1l 2 1 Johnson SGT
Research Biologist 11 0404 GS 1 1 1 Mercill




Description Grade MOS Br Auth Req Act Name Rank

C, Immunology Svc 05 68T00 MS 1 1 1 Lieberman LTC
Microbiologist 11 0403 GS 3 3 3 Lima
Hoyt
Microbiologist 09 0403 GS 1 1 1 Meuhlbauer
Med Technologist 09 0644 GS 7 7 5 Ramirez
Pinney
Sachanandani
Granata
C, Micro svc 05 68A00 MS 1 1 1 Harris LTC
NCOIC, Micro/Immuno E6 01H3R 1 1 1 Brady SSG
Bio Sci NcCoO ES 01H2R 1. 1 1 sipple SGT
Microbiologist 11 0403 GS 1 1 1 Paine
Microbiologist 09 0403 GS 2 3 3 Morse
Microbiologist 09 0403 GS Andreatta
Med Technologist 09 0644 GS 1 1 1 Schlichtemeier
Med Technician 07 0645 GS 2 2 1 Nelson

C, Molecular Bio 13 1320 GS 1 1 1 Gutierrez
Research Chem 11 1320 GS 1 1 1 O’Brien

Funding
The OMA costs have not been itemized by protocol number because
it is not feasible or practical to do so.

FY 90 FY 91 FY 92

OMA Civilian Personnel 834,529. 1,129,389. 1,067,960.
Contracts/Supplies 453,777. 44,019. 319,322.

Ceep Equipment 64,424, 27,859. 55,183.

Travel 9,978. 28,928. 9,624.
Military Personnel 754,499 . 813,626. 1,007,988.
Rentals 10,178. 400.

OPA MEDCASE 740,811. 262,529. 220,366.
Civilian Consultants FY 90 - $828.00 300. 1,850.
Publication Costs FY 90 - $9,081.00 8,678. 12,026.




Personnel

Required Authorized Assigned
Officers 5 6 7
Enlisted 12 13 11
Civilian 23 34 29
VA Grant 2 2 2
Grant Emp. 3 3 3

GRANTS for FY 92

(1) Prospective collection and banking of lymphocytes and clini-
cal data on HIV infected individuals taking antiretroviral agents.
$148,387.

(2) Work of breath.ng as a predictor of failure to wean from mechani-
cal ventilation in patients with severe chronic obstructive pulmonary

disease. $19,731. I

(3) Analysis of wounds by evaporative water loss in man.
$29,438.

(4) Etiology and progression of acute muscle tension related low back
pain occurring during sustained activity inlcuding combat training

exercise.
$90,626.

(5) Use of body surface heat patterns for predicting and evaluating
acute lower extremity pain among soldiers.
$48,942.

(6) Efficacy of passive immunization in the prevention of infection
due To klebsiella pneumoniae and pseudomonas aeruginosa. (IVIG Study)
$54,300.

(7) Extrinsic positive end-expiratory pressure (PEEP) effects on .

functional residual capacity in normal subjects and in ventilated
patients experiencing air trapping.

USAMRDC Grants Total: $391,424.

Veterans Administration (VA) - VA Funds (Sherman) $79,000
FACT
1991 1992 TOTALS
Personnel 27,711.60 80,976.30 108,687.90
Equipment/
Supplies 20,835.02 12,678.72 33,513.74
Trips 1,644.00 7,522.00 9,166.00

TOTALS

50,190.62

101,177.02

151,367.64




HUGH MAHON LECTURESHIP AWARD COMPETITION - 1992

This student research award was established in 1950 and honors
the late Colonel Hugh W. Mahon, MC, USA, Retired, who was Chief,
Department of Pathology, Fitzsimons Army Medical Center, for 12
years. The lectureship consists of the presentation of papers
judged best from among those submitted by officers in training
status at FAMC.

The Hugh Mahon Lectureship Award Competition is divided into the
categories of retrospective or prospective clinical studies,
basic laboratory investigations, and literature reviews/case
reports. This year there were a total of 38 submissions;

8 manuscripts in the laboratory category, 18 in clinical studies,
and 12 case reports/literature reviews. This is the second
largest number of submissions. 1In 1991 there were 34; in 1990,
36; in 1989, 41; in 1988, 23 and in 1987, 18.

Judging was done by the members of the FAMC clinical teaching
staff and a panel of distinguished university and community
professors. Manuslripts were scored on originality and medical
significance, experimental design, presentation and interpreta-
tion of data, and literary quality.

A Grand Prize Winner was chosen from among the five finalists in
all three categories based on the presentation and question-and-
answer period during the Hugh Mahon Lectureship Conference. The
finalists for 1992 are as follows:

1st place: The Effect of Terfenadine on Urination.
Madhukar K. Punja, MAJ, MC, Fellow, Allergy-Immunology.

2nd place: Endocrine Profiles for Outcome Prediction From
Intensive Care. Mark J. Jarek, CPT, MC, Resident, Internal
Medicine.

Laboratory

1st place: The Role of the Upper Airway in the Development of
Subglottic Pressure During Acute Lung Injury.

Michael T. McCormack, MAJ, MC, Fellow, Pulmonary.

Grand Prise and 2nd place: Effects of Beta-Adrenergic
Antagonists on Intracellular Cyclic Nucleotide Generation in
Guinea Pig Airway Smooth Muscle.

Michael A. 0’Connell, MAJ, MC, Fellow, Allergy-Immunology.

Case Report/Literature Review

One Prize Only: Different Manifestations of the Antiphospholipid
Antibody Syndrome in a Family with Systemic Lupus Erythematosus.
Kimberly P. May, CAPT, USAF, MC, Fellow, Rheumatology.




Animal Resources Service - FY 92

This service continued efforts begun during last FY to upgrade
and improve the care provided to the research livestock assigned
and to the support provided the medical center staff. cCurrently
with an active training protocol 1listing, this service provides
regular training for various surgical skills (soft and hard tissue,
gross and micro-surgery) and peri-operative requirements
(intubation training and suturing skills). Research efforts have
continued with significant support focused toward the orthopedioc
residency program, otolaryngology, dermatology, and rheumatology.

Additional personnel were gained this year for a year-end
total of 3 Animal Care Specialists, 1 Operating Room Technician, 1
Facility Manager, and 3 Animal Care Providers. sufficient
personnel has allowed accomplishment of supplementary support
features (socialisation of all animals, innovative bhousing
arrangements, facility self-help improvements, etc.).

The work load of this service continued to increase resulting
in an average of just under 600 procedures a month. This resulted
in 4 publications (with others currently under review for
conasideration) and 16 presentations during this rY.

Mercury thermometers were replaced by digital max-min
thermometers throughout the animal housing facility to eliminate
the risk of exposure to this dangerous elenment.

A magnetic door lock security system with card reader access
was installed on all exterior doors of the animal facility and on
one door inside the facility between the administrative area and
animal housing areas.

The long-awaited steam removal hoods were finally installed,
providing for the immediate evacuation of steam generated by the
cage wvasher wvhen a door is opened. This protects paint on walls
and ceilings adjacent to the cage washer from steam damage.

A nev air conditioner was installed along with the steam
removal system to provide makeup air, and a new, larger building
air conditioner was installed to replace the original undersised
units which had become inoperative and were not economically
repairable.

Mr. Jones attended the 42nd AALAS Annual Meeting in Buffalo,
NY in October. MAJ Banks attended the Academy of Surgical Research
Annual Meeting in Chicago, Illinois. MAJ Banks, Mr. Jones, and Ms.
Chase attended the 4th Annual Clinical Investigation Postgraduate
short Course in San Antonio, TX in April. Mr. Jones and Ms. Giese
attended the AALAS Mile High Branch Annual Meeting in Silver Creek,
CO in May. MNs. Giese was certified by AALAS as a Laboratory Animal
Technologist in September.




MAJ Banks presented 12 papers during this year: Ethical Animal
» Army Medical Department Advanced

& Basic Medical Officer Courses, Ft. sam Houston;
s Burgiocal Research
Specialist Symposium, Academy of 8Surgical Research, Chicago,

Illinois;

s 8th Annual Bcientific Meeting of
the Academy of Surgical Research; Chicago, Illinois; Attachment of

Administration, 8th Annual S8cientific Meeting of the Academy of
aurgicnl n.-oarch. cnicaqo, Illinoil: 9111111__3;::11:__12;

N DY) AD ' . b =0D BSUXQ o} R PNY B8 DY)
----- g D nd Progp fethods of Euthanasia, Donvor Dumb
rriond- League, Denver, Colorado; MNodern Animal Facilitated
Research and the Adversary, Xile High Branch Symposium of the
American Association of Laboratory Animal 8cience, Denver,
Colorado;

gtrategies, Briefing for the Military Veterinary Western States

contoronco. san Antonio, Texas; ammm:_n_cmm_s_nnmm
Qg;;_ngggl lOrthopodic Rosoarch-socioty, Iashington DC{'itzggs;gf
Qgnnnﬂ1n__2n_dnnt:x1ssn__H:shsn1suL_91__nzﬂzexznns&i&g_sgnizﬂ__:nd

- o Socliety of
Military Orthopodic Surgeons, El Paso, Texas; Evaluation of the

survival Review), Ssociety of Military Orthopedic S8ervices, El Paso,
Texas; and

» Briefing for the Assistant Becretary of Defense for
Health Affairs, The Pentagon.

Service personnel were involved in the support of and eventual

publication of the 5 manuscripts: The Effect of Partial Upper

The Biochemistry Service has undergone several major changes
during the past year following the arrival of a new Chief in
October. These changes came across the board, resulting from
Departmental reorganization, personnel changes, clinical
requirenents affecting mission efforts, improvements to the
facility, and nev equipment acquisitions.




The most significant of these was the establishment of a
separate Molecular Biology Service within DCI. The molecular
biology laboratory under Dr. Gutierres, along with Ns. O’Brien,
began functioning as an independent Service in May 1992. The foocus
of efforts in the 1laboratory continues to Dbe detection and
measurement of Hepatitis C virus load and HIV using Polymerase
Chain Reaction (PCR) technology, as well as ocontinued work
characterising a unique TRE sensitive thyroid cell line begun in
conjunction with Dr. Homer Lemar, Endocrine Clinic. Additionally,
the recent installation of an ABI automated DNA sequencer will
enable sequence characterisation of PCR amplified HIV patient

samples.

In addition to civilian personnel reassignments of two
positions to Molecular Biology, we suffered the loss of Ms. Kathy
Lollar, our Ned Tech, who moved back to her home state of Oklahoma
in late September. 1In replacement of Ms. lLollar, the Department
transferred Ms. Elaine Granata, previously working im the
Microbioclogy Eervice, to assume clinical assay responsibility.
Additional staffing losses of military personnel included the
reassignment of SPC Dalton, Service NCOIC, in January and the
appointment of 88G S8tinnett to the position of Department NCOIC.
Relief in the Bervice NCOIC position is anticipated in November.

The CDC guidelines,

s October 1991, continue to increase demand for pediatric
blood determinations. At Pitgsimons, in conjunction with the
Department of Pediatrics and the Exceptional Family Member Program,
we have established a screening protocol directed at the FANC
twelve month Well Baby Clinic population. Measurement of pediatric
blood lead continues as a research protocol in examining Attention
Deficit Hyperactivity Disorder and Developmental Delay in children
at Madigan AMC.

In hemoglobin Ajctesting, the acquisition of a DIAMATTX, mpLC-
based, automated hemoglobin analysis system, will alleviate some of
the workload pressure from clinical tests. Correlation testing
will be complete in early December, with conversion to the new
method occurring at that time.

Protocol research has been productive through the year. Lad
contributions to several protocols reached completion on studies
related to bone resorption and calcium mobilization in response to
long term, low-dose methotrexate therapy, effects of TRH on serunm
atrial naturetic peptide, and cyclic nucleotide measurement.
Current studies are examining acute phase protein response
following laparoscopic surgery, red blood cell metabolism in the
American Opossum; platelet thromboxane and aggregation and whole
blood prostacyclin synthesis in human thyroid disease, and serum
drug levels in support of a variety of protocols involving animal
models.




Research conducted within the BService resulted in the
recognition of two researchers. Dr. Michael O0’Connell, Allergy and
Immunology Service, was the recipient of the Hugh Mahon Lectureship
Avard for his studying effects of beta-adrenergic antagonists on
intracellular cyclic nucleotide generation in guinea pig airway
smooth muscle. Dr. Nicholas Bethlenfalvay, Outpatient Clinic, was
the winner of the PFederal Executive Board Annual Outstanding
Scientist of the Year Award for his continuing work on red blood
cell adenosine deaminase.

Collaborative arrangements vwith the University of Colorado
Health S8ciences Center have continued in support of the military
physicians enrolled in the Neonatal MNedicine Frellowship. In
addition to ongoing amino acid analyses, pilot studies examining
endocrine changes in response to hypoxia and intrauterine growth
retardation in the fetal sheep model have begun this fall.

Improvements to the building continued through self help and
contracted repairs. Notable improvements included nev flooring and
upgraded lighting in the main lad area, as well as renovated
cabinetry and countertop workspace in the instrument lab. These
improvements along with structural reinforcement of the second
floor will finally allow installation of the GC/Mass Spectrometer
obtained early last year from Letterman AMC. The general clean-up
and repainting continue. This summer, through the efforts of Elise
S8herva and the post Environmental Engineer, also sawv final removal
and disposal of the Department inventory of
hasardous/outdated/unwvanted chemicals and turn-in of the blockhouse
facility.

In other areas, we initiated an in-service training program
within the B8ervice, and again this summer hosted two Barnard
College students training in the Molecular Biology lab.

Cell Physiology Service - FY 92

COL Bennion of FAMC'’s Dermatology Service continued work
using the athymic nude mouse to study the role of various factors
(both internal and external) in the pathogenesis of the cutaneous
lesions of Subacute Cutaneous Lupus Erythematosus (SCLE). Nude
mice received human skin grafts in which factors can then be
added and/or subtracted to investigate skin lesional disorders of
BCLE. Rationale for this study was as follows: (1) Antibodies,
specifically anti-nuclear antibodies, are found in lesions of
cutaneous lupus. Thus, anti-Ro antibodies from a SCLE patient
were injected into mice. (2) 8kin lesions occur almost
exclusively in sun-exposed areas, therefore mice were exposed to
UVB light. (3) Momonuclear cell infiltrates are found in skin
lesions and distinguish lesional from non-lesional skin.
Consequently mononuclear cells were given. (4) Gamma interferon
was injected into mice (it is believed that interferon increases
ICAM~-1 expression on keratinocytes, and therefore may provide an
adhesion site for mononuclear cells which then produces tissue
damage). It is these factors, the combination of all or some,




that may develop lesions which mimic SCLE. A total of 40 mice
were grafted with human skin obtained from plastic surgery. 25
mice had evaluable human skin grafts, and many of the grafts were
found with infiltrates. It is not presently known whether the
infiltrates are human or mouse cells since the dye to determine
this has not been received to stain the tissue. Mice
demonstrating infiltrate involvement show good interaction with
the epidermis. This pattern of staining is consistent with that
of patients with S8CLE. Thus, preliminary evidence indicates this
may be a model for SCLE. The next set of experiments should help
establish which of these components are necessary for the
histologic changes to occur.

Dr. Bennion is also evaluating the diagnostic value of using
monoclonal antibodies in identifying particular skin tumors or
disorders. By altering culture conditions to mimic various
pathologic environments, pre-confluent, cultured keratinocytes
are utilised to simulate acantholytic round cell carcinoma and
will be compared with post~confluent keratinocytes (normal state)
for binding antigens, vimentin and cytokeratin. Data collection
is in progress.

MAJ David-Bajar, also of Dermatology Service, has
investigated procedures which may have potential use in
diagnosing autoimmune type diseases. A split-skin technique,
which separates the epidermis from the dermis of a collected skin
specimen, when combined with immunofluorescence staining may
improve current clinical methods for identifying certain
blistering skin disorders such as herpes gestations, bullous
pemphigoid, linear IgA dermatosis, and epidermolysis bullosa
acquisita. In a related protocol, CrP8 is working with Dr. Davia-
Bajar in processing serum samples for titer of anti-basement
membrane sone antibodies and/or anti-intercellular substance
antibodies sent from the Mayo Clinic’s Immunofluorescence
Laboratory. These efforts will allow FAMC to become a certified
ladb for indirect immunofluorescence testing.

Rheumatology fellow, Dr. Kim May, has collaborated with CPS
personnel to successfully culture bone osteoblasts and
osteoclasts. The bone cells are used to study the in vitro
effects of low-dose methotrexate on bone physiology.
Methotrexate, a widely used drug for treatment of rheumatoid
arthritis, was previously demonstrated by Dr. May to cause
osteopenia in rats. This study may provide important information
into the prevention and treatment of methotrexate-induced
osteoporosis.

Data was collected on 76 patients for MAJ Kopke study
investigating the effects of smoking, alcohol ingestion and
radiation treatment on Langerhans cells (LC’s) in human oral
mucosa. A much greater incidence of oral cavity cancers among
snokers and chronic alcoholics has been reported in the medical
literature. It is believed that these substances may alter the
number and/or immune status of LC’s, dendritic cells with




antitumor immunity, in oral mucosa. Immunohistochemical staining
suggests that these substances may change LC populations from T-
cell activators, tumor destroyers, to T-cell suppressor cells
which promote tumor growth.

CP8 is collaborating with the Neonatology departments of FAMC
and UC Health Bciences Center in developing human and ovine
placental trophoblast cultures to facilitate in vitro stuady of
fetal metabolism. Phase I of this study has begun. Methodology
for culturing normal human and ovine trophoblasts have been
established through a series of studies on cultured
choriocarcinoma cell lines. This investigation will provide
further understanding about fetal growth and metabolism and may
allow for development of possible interventions to effect
improved placental function in different maternal disease states.

A CP8 project has investigated the use of biological
attachment factors for improvement of skin graft management and
viability. Utilizsing five groups of nude mice, four different
attachment factors were compared against a control group.
Preliminary data analysis suggests that certain attachment
factors maintain a greater viable tissue area.

During PY 92, CP8S collaborative efforts produced two
scientific articles, two presentations and co-authorship of a
book chapter. CPS trained four GME interns/residents, a fellow,
and one medical student from UCHSC.

Clinical Biometrics and Research Design Service - FY 92

All Orthopedic and General Surgery residents now rotate
through the Service as part of their regular training programs.
During the rotation, they and a variety of other physicians learn
clinical research design, clinical statistics, computer work and
data processing as well as plan, write and initiate a research
project. Formal courses have been presented in both research
design and in techniques for self-regulation as part of pain
management to physicians, psychologists, occupational therapists,
and@ others. While research design support is still performed
entirely within the Service, some of the support for statistical
analysis is being performed through a grown set of BPAs.

bDuring this fiscal year, the two major MRDC supported
programs initiated two years ago were continued and broadened.
The stress fracture treatment program has shown that stress
reactions can be identified early enough to prevent progression
to stress fractures and that stress fractures can fregquently be
treated successfully with the aid of electrical stimulation. The
Service is now supported by HSC, MRDC, the VA, instrument
manufacturers, and non-profit organiszationms.

The ambulatory recording - low back pain program centered
among soldiers at Ft. Carson participating in combat exercises
and among people local to Fritzsimons AMC has produced early




results demonstrating that low back pain frequently increases
after lovw back muscle tension increases. BStudies within the
service have demonstrated that a large proportion of temsion
headaches occur only after an increase in shoulder muscle
tension. 8imilar studies have demonstrated that cramping phantom
pain only ococurs after an increase in muscle tension in the
residual limb. This fiscal year has also seen an increase in use
of the new computer controlled tensile strength evaluation device
for studies of bone and tendon healing as well as evaluation of
the strength and resiliency of indwelling catheters.

Immunology Service - FY 92

The Immunology Service has continued to maintain its
premiere position in a flow cytometry among military medical
centers, with a high volume of work in lymphocyte
immunophenotyping in HIV patients, leukemia and lymphoma typing,
DNA and cell cycle analysis in breast cancers, and expanding work
in the enumeration of lymphocyte subpopulations in
immunodeficient and autoimmune patients. 1In addition, the past
year has seen a large increase in work related to the functional
analysis of immunocompetent cells, such as mitogen and antigen
stimulated lymphocyte transformation assays, as well as flow
cytometric studies of activation and "memory cell" markers on
lymphocytes cultured from specific patients. Also, various
immunochemical procedures such as electrophoresis and
immunoblotting of antigens and antibodies ("Westera blots") in
specimens from autoimmune patients, enzyme-linked immunosorbent
assays (BLISAs), radial immunodiffusion assays for immunoglobulin
synthesised by cells cultured in vitro, immunochemical analysis
of serum proteins by rate nephelometry, and peptide synthesis and
sequence determinations have been performed. 7Finally, work
continued on the research avard winning protocols of Dr.
Bethlenfalvay concerned with purine and pyrimidine metabolism in
erythrocytes in adenosine deaminase deficiency (which is a cause
of severe combined immunodeficiency-8CID).

Microbiology Service - FY 92

A multi-center HIV natural history study of antiretroviral
resistance is providing information on the development of A3T
resistance at the molecular level in HIV patients who are
clinical treatment failures. The microbiology service is working
with the Department of Diagnostic Retrovirology at WRAIR to
analyse trends in the progression of HIV patients on long-term
antiretroviral therapy.

Implenmentation of radiometric instrumentation in the
mycobacteriology laboratory has permitted development of a study
on synergy between antimycobacterial agents used for treatment of
M. avium isolates from AIDS patients.

Methods for molecular epidemiology studies of clinical
bacterial isolates re being evaluated. Plasaid analysis of




isolates re being evaluated. Plasmid analysis of isolates from
the MICU and S8ICU is being performed to examine infection trends.

A study vith the Allergy service has initiated comparing the
efficacy of various extraction procedures for pollen allergens
used in skin testing. We are supporting the Pulmonary service in
a study of antimicrobial chemotherapy in bronchitis and pneumonia
patients. This service has been providing western blot analysis
in support of a protocol examining Hepatitis C therapy. A model
of fungal sinusitis is currently being developed in collaboration
with the Otolaryngology service.

Molecular Biology Service - FY 92

The Molecular Genetics Service DNA lab of Biochemistry
Service. Dr. Anthony Gutierres Gsi3, Ph.D. in Molecular Genetics,
vas designated the Chief and Ms. Judith O’Brien G811, Medical
Technologist/Chemist, is the Research Associate. These are the
only assigned staff to the service. In addition to assigned statf
the service took on three summer research interns. This was part
of a program initiated last year by Dr. Gutierrex to give the
service summer workers in return for biomedical research train-
ing. The interns were Ms. Allegra Cummings, a premed Biology
major from Barnard College of Columbia University in New York
City, Ms. Connie Chung, a premed Chemistry major from Cornell
University in Ithaca, NY, and Ms. Stacie Moore, a student at The
Community College of Aurora, CO . The service also benefited from
the volunteer lab work of Mr. Scott Verrill, a sales manager of
MicroBio Products, Inc. Mr. Verrill is working part time in the
lab under the auspices of the Red Cross volunteer program to
perform ladb work in return for training. Neither interns nor
volunteers receive any pay. The Service has also taken on long-
term intradepartment training of other service personnel to
include Mr. Rick Schlichtmeier G89, and 8gt. Jeff Sipple, both of
the Microbiology service.

The service was involved in several projects concerning the
detection of pathogens and gene products by amplification and
subsequent detection of their DNA from various patient samples.
One major project involves the detection of incorporated HIV DNA
in the peripheral mononuclear lymphocytes of patients. The ser-
vice duplicated the WRAIR (Walter Reed Army Institute of Re-
search) technique of using PCR (The Polymerase Chain Reaction)
and radiolabelled probes to detect less than 10 infected cells in
300,000 from patient samples. The procedure was developed and
optimiszed for this lab during the summer by Dr. Gutierres, Ms
O’Brien, Ms. Cummings and Mr. Schlichtmeier.

In March 1992 Dr. Gutierregz and Ms. O’Brien attended a 3-day
course on applications of PCR technology at the Centers for
Disease Control in Atlanta. They also met with Dr. Michael Beach
of the Hepatitis Division at the CDC. Dr. Beach had provided us
with invaluable assistance in adapting for our laboratory the CDC
protocol for detection of hepatitis C virions in human serum




using reverse transcription and PCR. The information led to the
optimization of the detection of HCV RNA in patient sera by Ns.
0’Brien with technical assistance from Dr. Gutierres and lab
assistance from Ms. Chung. Dr. Kenneth Sherman investigated the
possibility of quantitating HCV by PCR on serial dilutions of
patients’ sera, comparing our results to those obtained by a
quantitative chemiluminescent procedure performed at the Chiron
Corporation of Emeryville, California.

Maj. Homer Lamar, MD, LTC Bill Georgitis, MD, LTC Armold
Asp, MD and Maj. Greg Hughes, MD all from the Dept. of Endocri-
nology received training in molecular genetics to include DMNA
synthesis, PCR, Gel Electrophoresis, DNA radiolabelling and probe
hybridization in an ongoing project involving the gene expression
analysis of a putative thyroid tumor cell line. Mr. Verrill has
been a central figure in this project. All training and supervi-
sion was provided by Dr. Gutierres and Ns. O’Brien.

In October 1992 the Applied Biosystams automated DNA se-
quencer vas installed and we began developing technigques and
procedures for isolating and sequencing DNA. We were encouraged
that our first attempt yielded the correct sequence for a frag-
ment of the HCV genome. We are currently modifying our HIV PCR
detection procedure to produce a Reverse Transcriptase gene
fragment amenable to sequencing. This fragment putatively con-
tains the mutations responsible for AZT resistance.

Lastly, Quring the year formal presentations were made on the
training available at this Service to the fellows of the Dept. of
Allergy and Immunology and the Dept of Dermatology by Dr. Gutierres.
T:o presentations included demonstrations of detection methodolo-
gies.




DEPARTMENT OF CLINICAL IN&!BTIG&!ION

ANIMAL RESOURCES BERVICE
Training Support Summary., FY 92

One Advanced Trauma Life Bupport (ATLS) exercise was conducted
during the year, using four goats in the training of 16 staft
physicians in the emergency management of casualties. 50-plus
hours of training were provided, requiring 60 hours of support by
Animal Resources Service personnel for planning, preparation,
pre-op anesthesia induction, surgical preps, anesthesia
monitoring, circulating, and cleanup.

Eight rats were utilized in support of microsurgery training inm
the re-anastomosis of small vessels, providing 75 hours of
training for 2 staff surgeons from Plastic Ssurgery Service.
support of this training by Animal Resources Service personnel
totalled nearly 60 hours, administering and monitoring
anesthesia, surgical preps, cleanup, and instrument cleaning and
resteriliszation.

Thirty-six rats were used in support of microsurgery training in
the re-anastomosis of small vessels, providing 600-plus hours of
training for 2 staff surgeons and five residents from Orthopedic
Surgery Service. 8Support of this training by Animal Resources
Service personnel totalled nearly 200 hours, administering and
monitoring anesthesia, surgical preps, cleanup, and instrument
cleaning and resterilisation.

Ten enlisted members of Emergency Medicine Service, in MOB 91A,
91B, or 91C, were trained in suturing techniques. Training
consisted of an overview of operating room procedure, including
aseptic technique, operating room rules of etiquette, instruction
in the surgical hand scrub, and gowning and gloving, and hands-on
experience in dry and vet labs. Training was conducted on one
days and utilized ten rats. PForty-plus hours of training wvere
received, requiring sixty-plus hours of support by Animal
Resources Bervice personnel.

One exercise was conducted in "“Resuscitation of Newborn" for the
American College of Obstetricians and Gynecologists/Indian Health
Service Postgraduate Course in Obstetrics, Gynecology and
Neonatology. Over one hundred physicians, nurse practitioners,
and midwives received 165 hours of training in methods of
resuscitation and endotracheal intubation, using 17 ferrets and
requiring nearly 100 hours of support by Animal Resources Service
personnel. The ferrets were recovered and returned to the colony
for re-use.

Thirty-eight physician and paramedical personnel received 114
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thyroid cancer with marked TSH sensitivity. Presented: Am
Thyroid Assoc, Rochester, Mn 1992.

c Matheson EJ et al: Variability in pollen concentrations
based on sampling sites and conditions. ‘ Presented: Am Coll
All/Imm, New York, NY, November 1992.

c May KP et al: Thyroid function and its relation to rheuma-

toid arthritis (RA) activity. Presented: Am Thyroid Assoc,
Rochester, MN 1992.
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c Meier JH et al: Does omeprazole (Prilosec) improve asthma
in patients with gastroesophageal reflux: A double blind cross-
over study. Presented: Dig Dis Week, San Francisco, CA 1992.

c Meier JH et al: Does omeprazcle (Prilosec) improve asthma
in patients with gastroesophageal reflux: A double blind cross-
over study. Presented: Am Coll Physicians, San Francisco, CA
1992.

o Meier JH et al: Does omeprazole (Prilosec) improve asthma
in patients with gastroesophageal reflux: A double blind cross-
over study. Presented: Am Coll Gastroenterology, Miami FL 1992.

(o] Merenich JA: Thyroid radiation dose in adult patients
undergoing cardiac cauterization or angioplasty. Presented: The
Endocrine Society, San Antonio, TX 1992.

c Merenich J et al: Results of screening program for genetic
hemochromatosis among type II diabetics. Presented: Am Coll
Phys, San Francisco, CA 1992.

c McDermott MT: Endocrine profile as predictor of outcome in
critical care patients. Presented: The Endocrine Society, San
Antonio, TX 1992.

c McNally PR et al: Randomized comparative trial evaluating
efficacy of monopolar -vs- bipolar polypectomy snares: An Update.
Presented: Am Coll gastroenterology, Miami, FL 1992.

C McNally PR et al: Bi-Bx description of a new polypectomy
technique. Presented: Am Coll Gastroenterology, Miami, FL 1992.

c McNally PR et al; Randomized comparative trail evaluating
efficacy of monopolar -vs- bipolar polypectomy snares. Present-
ed: Dig Dis Week, San Francisco, CA 1992.

O’Connell et al: Potential immunodulation of hypercatabolic
hypogammaglobulinemia with high dose intravenous immunoglobulin
(IVIG). Presented: Am Coll All/Imm, New York, NY, November
1991.

c Perloff JJ: The effects of thyroid hormone suppression and
calcitonin deficiency on bone mass. Presented. The Endocrine
Society, San Antonio, TX 1992.

Sample SA: A case of multicentric castleman’s disease and
Koposi’s sarcoma. Presented: Army Am Coll Physicians, October
1991.

Spaulding HS: Summary report of general allergic diseases
encountered in the Persian Gulf theater of operations. Present-
ed: Am Coll All/Imm, New York, NY, November 1991.




Tell DT et al: Crystalline keratopathy in smoldering
myeloma. Presented and Published: 9th Army Regional Meeting,
1992.

West SG: Is a rheumatologist of any value in a military
combat zone? Presented and Published: ACR meeting, Arth Rheum
34:191, Boston, MA November 1991.

DEPARTMENT OF CLINICAL INVESTIGATION

Banks RE: A discussion of the animal rights movement for
the military veterinarian. Presented: Western States Military
Veterinary Symposium, San Antonio, TX 1992.

c Blakeslee DB et al: Correlation of the vocal fold vibratory
pattern with the post-operative surgical wound in the miniswine
model. Presented: Acad Surg Resch, Chicago, IL 1992.

o] Sherman KE et al: Serologic and genomic markers of viral
hepatitis in patients with HIV infection. Presented: Digestive
Dis Week, Am Gastro Assoc, San Francisco, CA, May 1992.

c Sherman RA: Pain and the problem causing it aren’t always
in the same place. Presented: The Assoc for Applied Psychophys-
iology, Colorado Springs, CO 1992.

DEPARTMENT OF OB-GYN
Fisk DR et al: Low grade squamous intraepithelial lesions:

Are they all the same? Presented: Am Soc for Colposcopy and
Cervical Pathology 1992 Biennial, Orlando, FL 1992.

DEPARTMENT OF PATHOLOGY
(o] Butler CE et al: Evaluation of the DNA probe direct test of
rN. gonorrhoea on treated patients. Presented: Am Soc Microbi-
ology, New Orleans, LA 1992.

DEPARTMENT OF PEDIATRICS

c Burgess DB et al: Developmental screening in the military.
Presented: Santa Fe, NM 1992.

Carter BS: Cardiac hypertrophy and disproportionate septalh-
ypertrophy in newborns with hyperinsulinism. Presented and
Published: Clinical Research 40:19A, 1992.

Moores RR: Glutamate flux between placenta and fetus:

Magnitude and potential significance. Presented and Published:
Pediatric Research 31:48 A, 1992.
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DEPARTMENT OF SURGERY

Beck WG et al: A further examination of the speech intelli-
gibility (SIR) test. Presented: Am Speech-Language Hearing
Assoc, Atlanta, GA, November 1991.

Bray VJ et al: Hydroxycholoroquine toxicity and efficacy in
rheumatic disease. Presented and Published: Arthritis Rheu
35:R25, 1992.

Brown CW et al: The natural history of thoracic disc
herniation. Presented: Soc Military Ortho Surgeon, Colorado
Springs, CO 1992.

c Callahan B: Effect of coumadin on fixation of hydroxyapa-
tite-coated and uncoated porous Co-Cr-Mo alloy implants in a goat
model. Presented and Published: Orthopaedic Transaction, 16(3),
Fall 1992.

c Callahan B: Effect of coumadin on fixation of hydroxyapa-
tite-coated and uncoated porous Co-Cr-Mo alloy implants in a goat
model. Presented and Published: J Invest Surgery 5(3), 1992.
SOMOS, E1 Paso, TX, November 1991

c Callahan B et al: Attachment of Ha-coated and uncoated
porous implants is influenced by coumadin. Presented: Acad Surg
Resch, Chicago, IL 1992.

c Callahan B et al: Attachment of Ha-coated and uncoated
porous implants is influenced by coumadin. Presented: Soc Milt
Ortho Surg, Colorado Springs, CO 1992.

c Callahan B et al: Attachment of Ha-coated and uncoated
porous implants is influenced by coumadin. Presented: Smith &
Nephew Richards 10th Annual Residents Conf, Memphis, TN 1992.

C Callahan B et al: Attachment of Ha-coated and uncoated
porous implants is influenced by coumadin. Presented: Am Acad
ortho Surg, San Francisco, CA 1992.

C Callahan et al: Effect of nicotine on bone ingrowth and
fixation in hydroxyapatite coated and uncoated porous Co-Cr-Mo
alloy implants in a goat model. Presented: Reconstruction
Surgery of the hip and Knee Course, Durango, CO 1992.

Coe R: Limb-sparing surgery for soft tissue sarcomas below
the knee. Presented and Published: Orthopaedic Transactions
16(3), Fall 1992, Am Ortho Assoc Residents Conf, Ann Arbor, MI
1992.
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Coe R: Limb-sparing surgery for soft tiscue sarcomas below
the knee. Presented and Published: Orthopaedic Transactions
16(3), Fall 1992, Am Ortho Assoc Residents Conf, Ann Arbor, MI
1992.

Coe R: Occipitocervical instability in Down Syndrome.
Presented and Published: Soc Milt Ortho Surgeons, Colorado
Springs, CO 1992.

Coe RA et al: The SROM Femoral prosthesis: Is modularity
self defeating? Presented: Barnard Competition, Denver, CO
1992.

Cope EE: Triple injection arthrogram with rapid sequence
105 mm x-ray: Presentation of a new technique. Presented and
Published: Orthopaedic Transactions 16(3), Fall 1992, Am Acad
Ortho Surgeon, Washington, DC 1992.

Cope EE: Tarsal coalition: The children’s hospital experi-
ence. Presented: Barnard Competition, Denver, CO 1992

Cope EE: Tarsal coalition: The children’s hospital experi-
ence. Presented: Soc Milt Ortho Surg, Colorado Springs, CO 1992

Deffer P et al: Congenital pseudarthrosis of the clavicle.
Presented: Western Ortho Assoc, Monterey, CA 1992.

Deffer PA et al: Clavicle fractures in the newborn: Frac-
ture versus pseudarthrosis. Presented: Barnard Competition,
Denver, CO 1992.

Deffer PA et al: Clavicle fractures in the newborn: Frac-
ture vs pseudarthrosis. Presented: Soc Milt Ortho Surg, Colora-
do Springs, CO 1992.

Enzenauer RW et al: Treatment of scleromalacia perforans
(SP) with dura matter (DM) grafting. Presented and Published:
Arthritis Rheu 35:R24, 1992.

Enzenauer RW et al: Radial keratomy in the soldier-aviator.
Presented: Aerospace Med Assoc, Miami, FL 1992,

Eusterman VE et al: Gelfilm barrier for prevention of post-
parotidectomy Frey’s syndrome: A human and animal model experi-
ence. Presented: Annual AAO-HNS meeting, Washington, DC 1992.

Farber G et al: Tibial nonunion treated with ilizarov.
Presented: Barnard Competition, Denver, CO 1992.

Farber G et al: Analysis of instrumented spine fusion with
emphasis on complications and use of radiographs for screw
placement. Presented: Soc Milt Ortho Surg, Colorado Springs, CO
1992.
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Friedel S et al: Avascular necrosis of the metatarsal heal
following chevron osteotomy: An evaluation by MRI. Presented:
Barnard Competition, Denver, CO 1992.

c Gillogly SD et al: The accuracy of magnetic resonance
imaging in assessment of patellar tendon autograft anterior
cruciate ligament reconstruction. Presented: Barnard Competi-
tion, Denver, CO 1992.

Heier J et al: Ocular injuries at a CSH in support of
operations desert shield and storm. Presented: ARVO annual
meeting, Sarasota, FL, 1992.

c Jones DEC et al; Efficacy of percutaneous trigger finger
release: An anatomic study. Presented: Soc Milt Ortho Surg,
Colorado Springs, CO 1992.

Lisecki E et al: Hip lesions mimicking primary osteoarthri-
tis, A radiographic and histopathologic study. Presented: Am
Acad oOrtho Surg, San Francisco, Ca 1992.

c Liescki E et al; Attachment of hydroxyapatite-coated and
uncoated porous implants is influenced by methotrexate and
coumadin. Presented: Controversies in Total Joint Arthroplasty,
1st Annual fall Retreat. Milwaukee, WI, 1992.

c Liescki E et al; Attachment of hydroxyapatite-coated and
uncoated porous implants is influenced by methotrexate and
coumadin. Presented: Reconstruction Surgery of the Hip and Knee
Course, Durango, CO 1992.

c Liescki E et al; Attachment of hydroxyapatite-coated and
uncoated porous implants is influenced by methotrexate and
coumadin. Presented: Hips and Chips, Castle Rock, CO 1992.

c Lisecki EJ et al: Experimental and clinical results of
hydroxyapatite~-coated total hip replacements. Presented: Hips
and Chips, Castle Rock, CO 1992.

c Lisecki EJ et al: Experimental and clinical results of
hydroxyapatite-coated total hip replacements. Presented: Ortho
Resch Soc, San Francisco, CA 1992.

c Lisecki EJ et al: Experimental and clinical results of
hydroxyapatite-coated total hip replacements. Presented:
Controversies in Total Joint Arthroplasty, 1st Annual fall
Retreat, Milwaukee, WI 1992.

c Liescki E et al; Attachment of hydroxyapatite-coated and

uncoated porous implants is influenced by methotrexate and
coumadin. Presented: Ortho Resch Soc, San Francisco, CA 1992.
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c Lisecki EJ: Randomized, prospective clinical evaluation of
HA-coated and non HA-coated porous total hip replacements by a
single surgeon. Presented: Am Acad Ortho Surg, San Francisco,
Ca 1992.

c Lisecki EJ: Randomized, prospective clinical evaluation of
HA-coated and non HA~coated porous total hip replacements by a
single surgeon. Presented: Controversies in Total Joint Arthro-
plasty, 1lst Annual Fall Retreat, Milwaukee, WI 1992.

c McBride et al: Biomechanical analysis of central one-third
patellar ligament defects in a New Zealand rabbit model. Pre-
sented: Soc Milt Ortho Surg, Colorado Springs, C 1992.

c Pals S et al: Biomechanical evaluation of the goat patellar
tendon after harvest of its middle third. Presented: Am Acad
Oortho Surg, San Francisco, Ca 1992.

c Pals S et al: Biomechanical evaluation of the goat patellar
tendon after harvest of its middle third. Presented: Soc Milt
Ortho Surg, Colorado Springs, CO 1992.

c Pals S et al: Evaluation of the goat patellar tendon after
harvest of its middle third. Presented: Am Ortho Assoc, Ann
Arbor, MI 1992.

c Pals S et al: Evaluation of the goat patellar tendon after
harvest of its middle third. Presented: Barnard Competition,
Denver, CO 1992.

c Pals S: Patellar tendon healing and strength following
patellar tendon autograft harvest in goats. Presented and
Published: Orthopaedic Transactions 16(3), Fall 1992.

Place H et al: Stabilization of thoracic spine fractures
resulting in complete paralysis: A long-term retrospective
analysis. Presented: Soc Milt Ortho Surg, Colorado Springs, CO

Reister J et al: Carpal ligamentous injuries associated
with fractures of the distal radius. Presented: Barnard Compe-
tition, Denver, CO 1992.

Schaefer RA et al; Musculoaponeurotic fibromatosis (extra-
abdominal desmoid tumors): A protocol for treatment. Presented:
Am Oortho Residents Conf, Ann Arbor, MI 1992.

Schaefer R: Radiographic analysis of patellar height after
ACL reconstruction. Presented and Published: Orthopaedic
Transactions 16(3), Fall 1992.

Spezia PM et al: Femur fractures in alpine skiers. Pre-
sented: Am Fracture Assoc Essay Contest, Orlando, FL 1992.
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c Spezia P: Nonsurgical treatment of Morton’s neuroma with
local injection of B-12/solumedrol/lidocaine combination.
Presented and Published: Orthopaedic Transactions 16(3), Fall
1992.

Spezia PM et al: Femur fractures in alpine skiers. Pre-
sented: Ass Milt Osto Phys and Surg, Scottsdale, AZ 1992.

Spezia PM et al: Femur fractures in alpine skiers. Pre-
sented: Western Ortho Assoc, Monterey, CA 1992.

Spezia PM et al: Femur fractures in alpine skiers. Pre-
sented: Soc Milt Ortho Surg, Colorado Springs, CO 1992.

Spezia PM et al: External fixation of pediatric femur frac-
tures. Presented: Western Ortho Assoc, Monterey, CA 1992.

Spezia PM et al: External fixation of pediatric femur
fractures The Children’s Hospital Experience. Presented:
Barnard Competition, Denver, CO 1992.

Spezia P et al: External fixation of pediatric femur
fractures versus 90-90 skeletal pin traction: Cost and effec-
tiveness. Presented: Soc Milt Ortho Surg, Colorado Springs, CO
1992.

c Whitecloud T III et al: Experimental and clinical results
with hydroxylapatite-coated total hip replacement. Presented:
9th Meeting Ortho Assoc English-Speaking World, Toronto, Canada
1992.

c Whitecloud T III et al: Randomized prospective clinical
evaluations of hydroxylapatite-coated and non-hydroxylapatite
coated porous total hip replacements. Presented: Clin Ortho
Soc, Denver, CO 1992.

c Wolff J et al: Effects of methotrexate on bony ingrowth in
hydroxyapatite coated and uncoated porous implants in a goat
model. Presented: Am Ortho Assoc, Seattle, WA 1992.

(o] Wolff J et al: Effects of methotrexate on bony ingrowth in
hydroxyapatite coated and uncoated porous implants in a goat
model. Presented: Soc Milt Ortho Surg, Colorado Springs, CO
1992.

Yoshida GY: Laryngeal chondronecrosis and malignant neuro-
endocrine tumor of the head and neck. Presented: Pacific Coast
oto-ophthalmological Society, Waiakalca, HI, June 1992.

Yoshida GY: Malignant neuroendocrine tumor of the frontal

sinus and temporal bone. Presented: Annual AAO-HNS meeting,
Washington, DC 1992.
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DEPARTMENT OF RADIOLOGY

Heironimus JD et al: Clinical correlation of bilateral
slanthole tomography for cardiac scintigraphy. Presented and
Published: Clin Nucl Med 17(3):256, 1992.

Heironimus JD et al: A comparison of exercise and adenosine
Tc-99m sestamibi myocardial scintigraphy in patients with left
bundle branch block. Presented and Published: Clin Nucl Med
17(3):256, 1992.

McDevitt GR et al: Sensitivity and specificity of malignant
pleural effusion and bone scintigraphy. Presented and Published:
Clin Nucl Med 17(3):254, 1992.

Toney MO et al: Gastric emptying : Solid-phase geometric
means analysis in dynamic imaging. Presented and Published:
Clin Nucl Med 17(3):255, 1992.

Wyatt RA et al: Bone mineral density in young adult females
with lower extremity pain. Presented & Published: Clin Nucl Med
17(3):252, 1992.

Wyatt RA et al: Tc-99m human serum albumin and protein
losing enteropathy: A case report and review of the literature.
Presented and Published: Clin Nucl Med 17(3):257, 1992.
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PUBLICATIONS
C = Protocol Related

DEPARTMENT OF MEDICINE
Alleray Service
c Glassheim JW, Spaulding HS: Epidemiologic study of patients

taking L-tryptophan-containing products. US Army Medical Corps,
vol. XIV, 2:9-16, 1992.

c Lavins BJ, Dolen WK, Nelson HS, Weber RW: Use of standard-
ized and conventional allergen extracts in prick skin testing. J
All & Clin Immunol, vol 89, 3:658-666, 1992.

c O’Connell MA et al: Vocal cord dysfunction in the outpa-
tient setting. JAMA (submitted) 1992.

C Weber RW, Vaughan TR: Food and migraine headache. Immunol
& Allergy Clinics of North America, vol 11, 4:831-841, November
1991.

Weber RW: Aerobiology of the "Colorado rockies: Pollen
count comparison of Vail and Denver, Colorado. Ann Allergy
(submitted) 1992.

cardiology Service

c Dorogy ME et al: Utility of combining clinical data with
plasma d~-dimer on the early diagnosis of unstable coronary
disease. Am J Cardiol (submitted) 1992.

Dermatology Service

Bajar-David KM: Subacute cutaneous lupus erythematosus. J
Invest Derma (submitted) 1992.

c Bajar-David KM et al: Clinical, histologic, and immunofluo-
rescent distinctions between subacute cutaneous lupus erythemato-
sus and discoid lupus erythematosus. Arch Derm (submitted) 1992.

c Bennion SD, Mercill D: The nude mouse as a research model
in dermatology. J Assoc Military Dermatologists, vol XVII, 2:3-
6, November 1991.

c Bennion SD, Williams RF: X-ray microanalysis in dermatolo-
gy. J Assoc Military Dermatologists, vol XVII, 2:7-10, November
1991.




Chesser RS, Bertler DE, Fitzpatrick JE, Mellette JR:
Primary cutaneous adenoid cystic carcinoma treated with Mohs
micrographic surgery toluidine blue technique. J Dermatol Surg
Oncol, 18:175-176, 1992.

c David-Bajar KM, Bennion SD, DeSpain JD, Golitz LE, Lee LA:
Clinical, histologic, and immunofluorescent distinctions between
subacute cutaneous lupus erythematosus and discoid lupus erythe-
matosus. J Invest Dermatol, 99:251-257, 1992.

Fitzpatrick JE: New histopathologic findings in drug erup-
tions. 1In Lupton GP, Fitzpatrick JE (eds): New Developments in
Dermatopathology. W.B. Saunders Company, Philadelphia, Dermato-
logic Clinics, 10:19-36, 1992.

Fitzpatrick JE, Bennion SD: Vesiculobullous disorders. 1In
Taylor RB (ed): Difficult Diagnosis II. W.B. Saunders Company
Philadelphia, 481-491, 1991.

Fitzpatrick JE, Gentry RH: Nonvenereal diseases of the male
genitalia. 1In Moschella SL, Hurley HJ (eds): Dermatology (3rd
edition), WB Saunders, Philadelphia, 1008-1015, 1992.

Harrington AC, Fitzpatrick JE: Cutaneous sarcoidal granulo-
mas in a patient with primary biliary cirrhosis. Cutis 49:271-
274, 1992.

Homas PB, David-Bajar KM, Fitzpatrick JE, West SG, Tribelh-
orn DR: Microscopic polyarteritis: Report of a case with
cutaneous involvement and antimyeloperoxidase antibodies. Arch
Dermatol 128:1223-1228, 1992.

Johnson KC et al: Calcinosis cutis following electromyogra-
phy. Cutis (submitted) 1992.

Lowe L, Fitzpatrick JE, Huff JC, Shanley, Golitz LE:
Cutaneous macroglobulinosis. Arch Dermatol 128:377-380, 1992.

Norton SA, Frankenburg S, Klaus SN: Cutaneous leishmaniasis
acquired during military service in the Middle East. Arch
Dermatol 128:83-87, 1992.

Norton SA et al: Down syndrome alopecia universalism and
twenty-nail dystrophy. Arch Derma (submitted) 1992.

Cc Tangrea JA, Edwards BK, Taylor PR, Hartman AM, Peck GL,
Salache SJ, Menon PA, Benson PM, Mellette JR, et al: Long-term
therapy with low dose isotretinoin for prevention of basal cell
carcinoma. A multicenter clinical trial. J Natl Cancer Inst
84:328-332, 1992.




Lupton GP, Fitzpatrick JE (eds): BODOK - New Developments in
Dermatopathology W.B. Saunders Company, Philadelphia. Dermatolo-
gic Clinics 10:1-273, 1992.

Endocrine Service

c Asp AA, Merenich JA, Fortenbery EJ, Georgitis WJ, McDermott
MT, Kidd GS: Failure to visual rat thyroid tissue in vivo using
radiolabelled thyroid stimulating hormone. Thyroid, 2:113, 1992.

o Asp AA: Hypercalcemia and elevated levels of parathyroid
hormone-related protein in cutaneous squamous/basal cell carcino-
ma. J Int Med (submitted) 1992.

c Georgitis WJ: An iodine load from water purification
tablets alters thyroid function in man. Arch Int Med (submitted)
1992.

c Jarek M, Legare EJ, McDermott MT, Merenich JA: Endocrine
profile as a predictor of outcome in critical care patients.
Endocrinology, 130:332, 1992.

c Jarek M et al: Endocrine profiles for outcome prediction
from intensive care. Critical Care Medicine (submitted) 1992.

Kidd GS: A glucose responsive insulinoma: Implications for
the diagnosis of insulin secreting tumors. Am J Med Sciences
(submitted) 1992.

C LeMar HJ: Effect of cold remedies on metabolic control of
non-insulin dependent diabetes mellitus. Ann Int Med (submitted)
1992.

LeMar HJ, West SG, Garrett CR, Hofeldt FD: Covert hypothy-
roidism presenting as a cardiovascular event. Am J Med 91:549-
552, 1991.

LeMar HJ: Symptomatic chiari-I malformation in a patient
with acromegaly. Ann Int Med (submitted) 1992.

(o LeMar HJ, Georgitis WJ, Mercill DB: Thyroid cell line
derived from a papillary thyroid cancer with marked TSH sensitiv-
ity. Thyroid 2:49, 1992.

c May KP, Battafarano DF, McDermott MI: Thyroid function and
its relation to rheumatoid arthritis activity. Thyroid 2:25,
1992.

(o] Merenich JA, Sjoberg RJ, O’Barr TP, Kidd GS: Lack of
prostaglandin effect on sodium balance in hypernatremia in
adrenalectomized rats. Prostaglandins 44:111-117, 1992.




Merenich JA: Thyroid radiation dose in adult patients
undergoing cardia catheterization or angioplasty. Endocrinology
130, 1992.

c Merenich JA McDermott MT. Asp AA, Harrison SM, Kidd GS:
Evidence of endocrine involvement early in the course of human
immunodeficiency virus infection. N Rogers DE, Des Prez RM,
Cline MJ, Braunwald E, Greenberger NJ, Utiger RD Epstein FH,
Malawista SE (eds): 1991 Yearbook of Medicine. Mosby Year Book,
Inc., St. Louis, MO 542-543, 1991.

c Merenich JA et al: Failure of cimetidine to reduce postop-
erative hypocalcemia in patients with primary hyperparathyroidism
undergoing neck exploration. Surgery (submitted) 1992.

McDermott MT: Thyroid hormone resistance syndromes. Am J
Med (submitted) 1992.

McDermott MT: Calcitonin and its clinical applications. The
Endocrinologist, September 1992.

c McDermott MT: The effects of mild asymptomatic primary
hyperparathyroidism on bone mass in women with and without
estrogen replacement therapy. Ann Int Med (submitted) 1992.

McDermott MT: Thyroid disease in the critical care setting.
IN Parson PE, Weiner-Kronish JP (eds): Critical Care Secrets.
Hanley and Belfus, Inc., Philadelphia, PA, 252-256, 1992.

c Perloff JJ, McDermott MT: Mild primary hyperparathyroidism
and the effects of estrogen replacement on bone mass. J Bone Min
Res 6:512, 1991.

C Perloff, JJ, McDermott MT, Damiano MA, Kidd GS: The effects
of thyroid hormone suppression and calcitonin deficiency on bone
mass. Endocrinology 130:157 1992.

Sjoberg RJ, Kidd GS: A glucose responsive insulinoma:
Implications fcr the diagnosis of insulin secreting tumors. Am J
Med Sci 304(3): 1992.

Sjoberg RJ, Simcic KJ, Gidd GS: The clonidine suppression
test for pheochromocytoma: A review of its utility and pitfalls.
Arch of Int Med 152:1193-1197, 1992.

Smith MA, Asp AA: Comparison of psyllium hydrophilic mucill-
oid and bile salt binding resin therapy for hypercholesterolemia.
Endocrinology 130:62 1992.

o] Yavorski R, Rak K, Merenich J, McDermott M, McNally P: Liver
density estimates by magnetic resonance scanning assists in the
evaluation of possible hemochromatosis. , A J.- Gastroenterol
86:1342, 1992.




Gastroenterology Service

c Fisher MR, Stocker N, Freeman SR, Hallgren SE, McNally PR:
The effectiveness of Octreotide (Sandostatin) to prevent pancre-
atitis caused by endoscopic pancreatobiliary procedures. Am J
Gastro 86:1327, 1991.

Jahns F et al: Ascites secondary to renal cell carcinoma:
Diagnosis by laparoscopy. Gastro Endoscopy (submitted) 1992.

C Landes TC, Larsen BR, Smith MT, Truesdale RA, Maydonovitch
CL, Peura DA, Wong RKH: Utility of salivary antibody to Helicob-
acter Pylori in determining eradication following treatment: A
prospective long-term study. Gastro 102:, 1992,

c Meier JH, McNally PR, Freeman SR, Stocker N, Punja M,
Spaulding HS: Does Omeprazole (Prilosec) improve asthma in
patients with gastroesophageal reflux: An update of a double
blind crossover study. Am J Gastro, October 1992.

c Murphy J, McNally P, Peller P, Shay S: Detection of addi-
tional reflux events during acid clearance intervals. Am J
Gastro 86:1300, 1991.

Murphy J, Peller P, McNally PR, Shay SS: Poor clearance is
the predominant abnormal parameter in patients with progressive
systemic sclerosis (PSS) with esophagitis. Dig Dis & Sci,
October 1992.

c McGovern TW, Holtzmuller KC, Smith MA, Sherman KE, Kepzy T,
Morris E, Heming P, Wong R, Murphy J, Sjoogren MH: Hepatitis C
transmission in sexual but not in casual contact of index cases.
Hepatology (in press).

c McNally PR, DeAngalis S, Bond J: Randomized comparative
trial evaluating efficacy of monopolar -vs- bipolar polypectomy
snares. Gastrointest Endosc 38:275-6, 1892.

c McNally PR, DeAngalis S, Bond J: Randomized comparative
trial evaluating efficacy of monopolar -vs- bipolar polypectomy
snares. An Update. Am J Gastro, October 1992.

c McNally PR, DeAngalis S: Colonoscopic polypectomy using the
Bi-Bx: Description of a new technique. Am J Gastro, October
1992.

McNally PR, Goff JS, Freeman SR, Lemon JC: Congenital
esophageal stenosis presenting as non-cardiac, esophageal chest
pain. Digestive Diseases and Sciences, October 1992.

McNally PR: Diagnosis of celiac disease: The past and the
future. Lifeline (in press).




McNally PR et al: Dysphagia Lusosria caused by a persistent
right aortic arch with an aberrant left subclavian artery and
diverticulum of Kommerell: Report of a case and review of the
diagnostic and therapeutic options. Dig Dis & Sci 37;144-149,
1992.

C Sherman KE, Jones C, Goldstein A, Naylor P. Low thymosin
alpha-l levels in patients chronically infected with hepatitis B
virus. Virol Immunol 4:195-199, 1991.

Sherman KE: Alanine aminotransferase: A nonspecific marker
of liver disease (letter) Arch Intern Med 152:213, 1992.

Sherman KE, Jones C: Piroxicam associated hepatotoxicity
(letter) Gastroenterology 103:354-355, 1992.

Sherman KE, Goodman Z: End stage liver disease in a 31
year-old male. Sem Liver Dis 12:340-344, 1992.

C Sherman KE, Pinto PC: Cyclosporin treatment of Type 1
autoimmune chronic hepatitis. Hepatology' (in press).

Singleton JD et al: Warfarin and azathioprine: An impor-
tant drug interaction. Am J Med (submitted) 1992.

Hematology-Oncology Service

Cosgriff TM, Lewis RM: Mechanisms of disease in hemorrhagic
fever with renal syndrome. Kidney Int 1991.

c Gates RA et al: Patient acceptance of an information sheet
about cardiopulmonary resuscitation options. Ann Int Med/J Am
Med Assoc (submitted) 1992.

c Huggins JW, Hsiang CM, Cosgriff TM, Guang MY, Smith JI, Wu
20, LeDuc JW, Zheng ZM, Meegan JM, Wang ON, Oland DD, Gui XE,
Yuan GH, Zhang TM: Prospective, double-blind concurrent, place-
bo-controlled clinical trial of intravenous ribavirin therapy of
hemorrhagic fever with renal syndrome. J Infect Dis 164:1119-
1127, 1991.

Int 1 Medicine Servi

Reed WW, Coles EF, Tighe JF Jr: Bacterial meningitis
occurring after esophageal dilation in an otherwise healthy
patients. Gastrointestinal Endoscopy 38:384-5, 1992.

c Weaver MJ et al: A questionnaire for patients’ evaluation
of their physician’s humanistic behaviors. J Gen Int Med (sub-
mitted) 1992.




MICU

c Jarek M et al: Endocrine profiles for outcome prediction
from intensive care. Critical Care Medicine (submitted) 1992.

Kollef: Symptomatic pleural effusion following coronary
artery revascularization: Unsuspected pleural injury from
internal mammary artery resection. Arch Int Med (submitted)
1992.

c Kollef M et al: Intrinsic PEEP and unilateral lung hyperin-
flation: Pathophysiology and clinical significance. Chest
(submitted) 1992.

c Kollef M et al: Pleural disease associated with cholesterol
embolization following angiography. CHEST (submitted) 1992.

c Kollef M et al: The role of the upper airway in the devel-
opment of subglottic pressure during acute lung injury. ARRD
(submitted) 1992.

Nephrology Service

c Hasbargen JA et al: The effect of intraperitoneal neostig-
mine on peritoneal transport characteristics in continuous
ambulatory peritoneal dialysis patients. Kidney International
(submitted) 1992.

c Hasbargen JA et al; The effect of glucose on residual
glomerular filtration rate in CAPD patients, A preliminary
report. Int Soc Peritoneal Dialy (submitted) 1992.

c Hasbargen JA et al: Variable blood pump flow rates and the
effect on recirculation. Am J Kidney Disease (submitted) 1992.

Hasbargen BJ et al: Exit site care - Is it time for a
change? 1Int Soc Peritoneal Dialy (submitted) 1992.

Quinn MJ et al: When does peritonitis occur? Peritoneal
Dialysis International (submitted) 1992.

Reed W, et al: Cholesterol-lowering therapy: What patients
expect in return. JAMA (submitted) 1992.

E ] n 3 s 1

c Dothager D et al: Reduction of minute ventilation by CO02
displacement during transtracheal insufflation in emphysema. J
App Physio (submitted) 1992.

Turner JF: Tracheal metartarii: An unusual sequelae of a
primary pulmonary carcinoma. Arch Int Med (submitted) 1992.




Rheumatology Service

c Battafarano D: Chronic septic and reactive arthritis due to
Borrelia burgdorferi. Arthritis and Rheumatism (submitted) 1992.

Battafarano DF: Transverse myelitis mimicking acute appen-
dicitis. Southern Med J (submitted) 1992.

Enzenauer RJ, Woisard K. Hemochromatosis. Cont Orthopedics
23:354-356, 1991.

Enzenauer RJ, West SG: Sarcoidosis in autoimmune disease.
Sem Arth Rheum 22:1-17, 1992.

Enzenauer RW et al: Treatment of scleromalacia perforans
with dual mater grafting. J Rheumatology (submitted) 1992.

c Kollef MH, Enzenauer RJ: Predicting outcome from intensive
care for patients with rheumatologic diseases. J Rheum 19:1260-
1262, 1992.

c Kollef MH, West SG, Davis DR, Winn RE: Central and periph-
eral nervous system demyelination after infection with mycoplasma
pneumoniae: Evidence of an autoimmune process. Souther Med J
84:1255-1258, 1991.

c May KP: Different manifestations of the antiphospholipid
antibody syndrome in a family with systemic lupus erythematosus.
Arthritis & Rheumatism (submitted) 1992.

c May KP: Sleep apnea in male patients with the primary
fibromyalgia syndrome. Am J Med (submitted) 1992.

Schaeffer R, Enzenauer RJ, Pruitt A, Corpe RS: Acute
gonococcal flexor tenosynovitis in an adolescent male with
pharyngitis. Clin Ortho 281:212-~215, 1992. °

Schwegmann JP, Enzenauer RJ: Psoriatic arthritis. Cont
Oortho 25:62-64, 1992.

Singleton JD, West SG, Nordstrom DM: "Pseudoseptic" arthri-
tis complicating rheumatoid arthritis: A report of six cases. J
Rheum 18:1319-1322, 1991.

Singleton JD, Conyers L: Warfarin and azathioprine: An
important drug interaction. Am J Med 92: 217, 1992.

West SG: Recoanizing the type II spondyloarthropathies.
Cont. Int Med 2:47-66, 1992.




DEPARTMENT OF CLINICAL INVESTIGATION

c Sherman KE, O’Brien J, Gutierrez AG: Evaluation of sample
preparation methodologies for detection of hepatitis B genomic
DNA by PCR. Hepatology 14:219, 1991.

c Sherman KE, O’Brien J, Gutierrez AG, Morse P, Freeman SR,
Andron L, Harrison S: Serologic and genomic markers of viral
hepatitis in patients with HIV infection. Gastroenterology 1991.

c Sherman KE, O’Brien, Urdea M, Chan C, Wilber J, Gutierrez A,
Harrison S: Quantitative HCV determination by two methods in
patients with and without concurrent HIV infection. Hepatology
(in press).

c Sherman RA: Environmental - temporal relationships between
pain and muscle tension: Ramifications for the future of biofeed-
back treatment. Biofeedback: Theory and Practice, Book by Mark
Shtark and Tato Sokhadze (submitted) 1992.

Sherman RA: Review of the book "The Pain Clinical Manual®.
Biofeedback and Szlr-Regulation (submitted) 1992.

c Sherman RA et al: Temporal relationships between changes in
phantom limb pain intensity and changes in surface electromyogram
of the residual limb. Biofeedback & Self-Regulation (submitted)
1992.

c Sherman RA et al: Continuous environmental recordings of
relationships between trapezius EMG, movement, activity, and
headache pain intensity. Biofeedback and Self-Regulation (sub-
mitted) 1992.

c Sherman RA et al: Phantom limb pain: Mechanisms, incidence
and treatment. Critical Rev in Physical and Rehab Med (submit-
ted) 1992.

(o] Sherman RA: The use of electromyographic and temperature
biofeedback for treatment of cramping and burning phantom limb
pain. Electromyography: Applications in Physical Therapy (sub-
mitted) 1992,

DEPARTMENT OF OB-GYN
Heddleston LN, Silver RM, McCregor JA, Gibbs RS: Life-

threatening puerperal infection due to group A streptococci.
Obstet & Gynecol vol 79, No 5, part 2, pp 894-896, 1992.
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DEPARTMENT OF NURSING
Johnson KF: Does an on-site satellite laboratory alter time

delays in receiving laboratory results in same day surgical
patients? ACORN Journal (submitted) 1992.

Terry AN: Mivacurium chloride: A brief clinical review.
Nurse Anesthesia (submitted) 1992.

DEPARTMENT OF PEDIATRICS

Burgess D: Chapter 2: Development and growth. Handbook of
Pediatrics, Appleton & Lange; 17th Edition, 1992.

Carter BS: Wars in the desert, Wars in the ICU. J Perinat-
ology XII:156~157, 1992.

Carter BS, Sandling J: Decision making in the NICU: The
question of medical futility. J Clin Ethics 3:142-143, 1992.

c Carter BS: PROFIS Doc. Military medicine 157:386-387,
1992.

c Carter BS: The military physician and conservation of
force. Military Medicine (submitted) 1992.

Carter BS: Neonatologists and bioethics after baby doe. J
Perinatology (submitted) 1992.

Hanks JW, Ventors WJ: Nickel allergy from a bed-wetting
alarm confused with herpes genitalia and child abuse. Pediatrics
(in press) 1992.

DEPARTMENT OF PRIMARY CARE AND COMMUNITY MEDICINE

c Bethlenfalvay NC, Lima JE, White JC: NAD synthesis in ADA
deficient erythrocytes of the opossum didelphis virginiana.
Purine and Pyrimidine Metabolism in Man VII, Part B, 1992.

DEPARTMENT OF RADIOLOGY
Nucl Medici S .
Toney MO, Brown JW, Heironimus JD II, Rosenblatt S, Boykin
M: Correlative imaging in a patient with necrotic adrenal
pheochromocytoma. Clin Nucl Med 17:67-~68, 1992.
Toney MA, Kyser P, Heironimum JD II: Carcinoid tumor of the

small bowel as a cause of lower gastrointestinal bleeding: A case
report. J Nucl Med Technol 20:13-14, 1992.
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Neuroradiology Service

Truwit CL et al: Pediatric neuroimaging: A casebook
approach. Book (submitted) 1992.

Truwit CL: Reversible cuesnal ischemia: MR appearance and
pathophysiology. Neuro Clin of N. America (submitted) 1992.

DEPARTMENT OF SURGERY
General Surdgery Sexrvice

Hammond SL, Gomez ER, Collins PS, Rich NM, villavicencio J:
The post phlebitic syndrome and its impact on the lymphatic
system: A lymphoscintingraphic analysis. Ann Vasc Surg, (submit-
ted) 1992.

Hammond SL, Gomez ER, Coffey HJA, Lauer CG, Rich NM, Villav-
icencio J: The involvement of the lymphatic system in chronic
venous insufficiency. Venous disorders, 1lst edition, Bergan JJ,
Yao ST, editors, Philadelphia: WB Saunders 1991:333-343.

Mallory PL II: Lower extremity lymphocele development after
saphenous vein harvesting. Military Medicine, 3:141, 1991.

Suddeth RH, Bute BG, Schoelkopf L, Smith MT, Freeman SR,
McNally PR: Small bowel obstruction in a patient with Peutz-
Jeghers syndrome. The role in intraoperative endoscopy. Gastro-
intestinal Endoscopy, v 38, No 1, 1992.

Wright CB, Hollis HW Jr: Chapter 25-vascular injuries
resulting from drug abuse. Vascular injuries in surgical prac-
tice. Bongard, Wilson Perry, editors, Appleton and Lange. 1991.

ophthalmology Service

Bradshaw DJ, Enzenauer RW: You’re the flight surgeon.
(aviator with Ms). Aviation, Space and Environmental Med 63(4):-
327-328, 1992.

Enzenauer RW: Strabismus repair is not "cosmetic" Letter to
the Editor. J Ped Ophthamol & Strabismus (submitted) 1992.

Enzenauer RW et al: Radial keratotomy in the soldier-
aviator. Aviation,Space & Environmental Medicine (submitted)
1992.

Enzenauer RW et al: Unequal refraction error of high

astigmatism associated with orbital lymphangioma. Clin Peds
(submitted) 1992.
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O’Boyle JE et al: Sixth nerve palsy as the initial present-
ing sign of metasaratic prostate cancer: A case Report: Review of
the Literature. J Clin Neuro-Ophthalmology (submitted) 1992.

O’Boyle JE et al: Ocular injury from accidental instilla-
tion of non-ophthalmic chemicals. Emergency Medicine (submitted)
1992.

c Perloff JJ, McDermott MT, Perloff KG, Blue PW, Enzenauer R,
Sieck E: Reduced bone mineral content is a risk factor for hip
fractures. Ortho Rev 20:690-698, 1991.

Stock J, Cornell F: Prevention of sports related eye
injury. Am Family Physician 44:515-20, 1991.

Weller RW, George RK, Enzenauer RW, Cornell FM:; The effect
on intraocular pressure (IOP) after substitution of levobunolol
for timolol in patients controlled on timolol or timolol and
dipiverin. Investigative Ophthamol vis Sci 33(4):1247, 1992.

Weston B, Enzenauer RW, Kraft SP, Gaylowsky GR: Stability
of the postoperative alignment in adjustable suture strabismus
surgery. J Ped Ophthamol Strabis 28:206~211, 1991.

Gardner TG, Rak KM: Magnetic resonance imaging of eyelid
springs and gold weighs (letter) Arch Ophthalmol 109:1498, 1991.

Gardner TA, Kennerdell JS, Buerger GG: Treatment of dysthy-
roid lower lid retraction with autogenous tarsus transplants.
Ophthalmic Plastic Reconstruct Surg 8(1)26-31, 1992.

Waterhouse W et al: Inflammatory orbital tumor as the
presenting sign of a battered child. Am J Ophthamol (submitted)
1992,

orthopedic Service

Arrington ED et al: Desmoplastic fibroma of the fifth
metacarpal: A case report. J Hand Surg (submitted) 1992.

Brown CW et al: The natural history of thoracic disc
herniation. Ortho Trans (submitted) 1992.

Brown CW et al: The natural history of thoracic disc
herniation. Spine ( iubmitted) 1992.

c Callahan B et al: Attachment of hydroxyapatite-coated and
uncoated porous implants is influenced by coumadin. Ortho Trans
(submitted) 1992.

Coe R: Limb-sparing surgery for soft tissue sarcomas below
the knee. Ortho Trans (submitted) 1992.
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Coe R: Limb-sparing surgery for soft tissue sarcomas below
the knee. J Bone & Joint Surg (submitted) 1992.

c Cook SD, Enis J, Armstrong D, Lisecki EJ: Early clinical
results with the hydroxyapatite-coated porous LSF total hip
system. Dental Clinics of North America 36(1):247-255, 1992.

c Cope EE et al: Triple injection wrist arthrogram with rapid
sequence 105 mm x-ray: Presentation of a new technique. J Hand
Surg (submitted) 1992.

Deffer P, Brown CW: The natural history of thoracic disc
herniation. Spine 17:597, June 1992.

Deffer P et al: Clavicle fracture in the newborn: Fracture
versus pseudarthrosis. Ortho Trans (submitted) 1992.

Farber G et al: Analysis of instrumented spine fusion with
emphasis on complications and use of radiographs for screw
placement. Ortho Trans (submitted) 1992.

Hockenbury RT, Friermood TG: Dislocation of the distal
tibiofibular joint. J Orth Trauma 6:120-124, 1992.

c Hockenbury RT et al: A comparison of patellar tendon graft
fixation techniques in anterior cruciate ligament reconstruction
using a goat model. Am J Sports Med (submitted) 1992.

c Jones DEC, Friedel S: Efficacy of percutaneous trigger
finger release: An anatomic study. Ortho Trans (submitted) 1992.

c Lisecki EJ: Randomized, prospective clinical evaluation of
hydroxyapatite-coated and non hydroxyapatite-coated porous total
hip replacements by a single surgeon. Ortho Trans (submitted)
1992.

c McBride J et al: Biomechanical analysis of central one-
third patellar ligament defects in a New Zealand rabbit model.
Oortho Trans (submitted) 1992.

Pals S, Friermood T, Brown C: Open reduction and internal
fixation of a pelvic fracture during pregnancy: A case report. J
Ortho Trauma 16:379-381, 1992.

Pals S, Wilkins RM: G.C.T. treated with curettage and PMMA.
Orthopaedics 15:703-708, 1992.

c Pals S et al: Biomechanical evaluation of the goat patellar

tendon after harvest if its middle third. Ortho Trans (submitted)
1992.
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Place H et al: Stabilization of thoracic spine fractures
resulting in complete paraplegia: A long-term retrospective
analysis. Ortho Trans (submitted) 1992.

Schaefer RA, Wilkins RM: Musculoaponeurotic fibromatosis
(extra-abdominal desmoid tumors). Ortho Trans 16:3, 1993.

Schaefer R, Gillogly S, Eilert RE: Disruption of the anteri-
or cruciate ligament in a four-year-old with long term follow-up:
Case report. Ortho Rev, 1992.

Schaefer RA et al: Disruption of the anterior cruciate
ligament in a four-year-old child with long term follow-up.
Oorthopedics (submitted) 1992.

Schaefer RA et al: Disruption of the anterior cruciate
ligament in a four-year-old child with long term follow-up. A
Case Report Am J Sports Med (submitted) 1992.

Schaefer R, Enzenauer R, Pruitt A, Corpe R: Acute gonococ-
cal flexor tenosynovitis in an adolescent male with pharyngitis.
A case report and literature review. Clin Ortho & Related
Research 281:212-215, 1992.

c Schaefer RA et al: Radiographic analysis of patellar height
after anterior cruciate ligament reconstruction using central
third patellar tendon. Ortho Trans (submitted) 1992.

Spezia P, Brennan R, Friermood T: Femur fractures in alpine
skiers. J Ortho Trauma 16:4, 1992.

Spezia P et al: External fixation of pediatric femur
fractures versus 90-90 skeletal pin traction: Cost and effec-
tiveness. Ortho Trans (submitted) 1992.

Wiedel JD et al: Total hip arthroplasty in conjunction with
an intertrochanteric osteotomy for correction of excessive
anteversion and valgus deformity. J Bone Joint Surg (submitted)
1992.

c Wolff J et al: Effects of methotrexate on bony ingrowth in
hydroxyapatite coated and uncoated porous implants in a goat
model. Ortho Trans (submitted) 1992.

c Wolff J et al: Effects of methotrexate on bony ingrowth in

hydroxyapatite porous coated implants in a goat model. Ortho
Trans (submitted) 1992.

Jrthotist-Prosthotist Servi

Chang L et al: Cosmetic pylon covers for the lower extremi-
ty amputee. J Prosthetics and Orthotics (submitced) 1992.
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Otolaryngoloqy Service

Beck WG et al: 1Intensity relationships among selected
passages of the speech intelligibility rating test. J Speech &
Hearing Research (submitted) 1992.

Hasbrouck JM: FAMC intensive stuttering treatment program:
Ten years of implementation. Military Medicine 157:244-247,
1992.

Kopke RD, Zierske LA: Myxoma of the nasal bone. Arch
Otolaryngology, Head & Neck Surgery 118:98-99, 1992.

Kopke RD, Jackson R: Rhinitis, Textbook chapter in "Otolar-
yngology" edited by Byron Bailey, 1992.

Yoshida GY et al: Mastoid pneumatocucle: Unusual complica-

tion after transmastoid translabyrinthine lebyrinthectomy.
Otolaryngology-Head & Neck Surgery (submitted) 1992.
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PRESENTATIONS
C = Protocol Related
DEPARTMENT OF MEDICINE

Asp AA: Comparison of psyllium hydrophilic mucilloid and
bile salt binding resin therapy for hypercholesterolemia.
Presented: The Endocrine Society, San Antonio, TX 1992.

Baker MR et al: Clinical utility of brain MRI in SLE
patients with and without a history of neuropsychiatric lupus.
Presented and Published: ACR meeting, Arth Rheu 34: S64, Boston,
MA, November 1991.

Cary MG: Candida prosthetic joint infection treated with
fluconazole. Presented: Ar Coll Physicians, Denver, CO 1992.

Davis D et al: Pseudomembranous esophagitis: A report of a
case and review of the literature. Presented: Am Col Physician,
San Francisco, CA 1992.

Goodman D: Asthma evacuations during operation desert
storm: Analysis of 115 cases. Presented: Am Acad All/Imm,
Orlando, Fl1 1992.

Jahns F et al: Christopher’s syndrome: An unusual cause of
shortness of breath in a patient with dysphagia lusoria. Pre-
sented: Am Col Physicians, San Francisco, CA October 1991.

Kunkle MR: Adult Kawasaki disease treatment with IVIG:
Presented: ACP Meeting, Denver, CO 1992.

c Landes TC et al: Utility of salivary antibody to helicobac-
ter pylori in determining eradication following treatment A
prospective long term study. Presented: Am Gastro Assoc, May
1992.

C LeMar HJ: Effect of cold remedies on metabolic control of
non-insulin dependent diabetes mellitus. Presented: Am Diabetes
Assoc, San Antonio, TX 1992.

Cc LeMar HJ: Thyroid cell line derived from a papillary
thyroid cancer with marked TSH sensitivity. Presented: Am
Thyroid Assoc, Rochester, Mn 1992.

c Matheson EJ et al: Variability in pollen concentrations
based on sampling sites and conditions. ‘ Presented: Am Coll
All/Imm, New York, NY, November 1992.

c May KP et al: Thyroid function and its relation to rheuma-

toid arthritis (RA) activity. Presented: Am Thyroid Assoc,
Rochester, MN 1992.
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c Meier JH et al: Does omeprazole (Prilosec) improve asthma
in patients with gastroesophageal reflux: A double blind cross-
over study. Presented: Dig Dis Week, San Francisco, CA 1992.

(o] Meier JH et al: Does omeprazole (Prilosec) improve asthma
in patients with gastroesophageal reflux: A double blind cross-
over study. Presented: Am Coll Physicians, San Francisco, CA
1992.

(o] Meier JH et al: Does omeprazole (Prilosec) improve asthma
in patients with gastroesophageal reflux: A double blind cross-
over study. Presented: Am Coll Gastroenterology, Miami FL 1992.

c Merenich JA: Thyroid radiation dose in adult patients
undergoing cardiac cauterization or angioplasty. Presented: The
Endocrine Society, San Antonio, TX 1992.

c Merenich J et al: Results of screening program for genetic
hemochromatosis among type II diabetics. Presented: Am Coll
Phys, San Francisco, CA 1992.

c McDermott MT: Endocrine profile as predictor of outcome in
critical care patients. Presented: The Endocrine Society, San
Antonio, TX 1992.

c McNally PR et al: Randomized comparative trial evaluating
efficacy of monopolar -vs~ bipolar polypectomy snares: An Update.
Presented: Am Coll gastroenterology, Miami, FL 1992.

c McNally PR et al: Bi-Bx description of a new polypectomy
technique. Presented: Am Coll Gastroenterology, Miami, FL 1992.

c McNally PR et al: Randomized comparative trail evaluating
efficacy of monopolar -vs- bipolar polypectomy snares. Present-
ed: Dig Dis Week, San Francisco, CA 1992.

O’Connell et al: Potential immunodulation of hypercatabolic
hypogammaglobulinemia with high dose intravenous immunoglobulin
(IVIG). Presented: Am Coll All/Imm, New York, NY, November
1991.

c Perloff JJ: The effects of thyroid hormone suppression and
calcitonin deficiency on bone mass. Presented. The Endocrine
Society, San Antonio, TX 1992.

Sample SA: A case of multicentric castleman’s disease and
koposi’s sarcoma. Presented: Army Am Coll Physicians, October
1991.

Spaulding HS: Summary report of general allergic diseases

encountered in the Persian Gulf theater of operations. Present-
ed: Am Coll All/Imm, New York, NY, November 1991.
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Tell DT et al: Crystalline keratopathy in smoldering
myeloma. Presented and Pub.ished: 9th Army Regional Meeting,
1992.

West SG: 1Is a rheumatologist of any value in a military
combat zone? Presented and Published: ACR meeting, Arth Rheunm
34:191, Boston, MA November 1991.

DEPARTMENT OF CLINICAL INVESTIGATION

Banks RE: A discussion of the animal rights movement for
the military veterinarian. Presented: Western States Military
Veterinary Symposium, San Antonio, TX 1992.

C Blakeslee DB et al: Correlation of the vocal fold vibratory
pattern with the post-operative surgical wound in the miniswine
model. Presented: Acad Surg Resch, Chicago, IL 1992.

c Sherman KE et al: Serologic and genomic markers of viral
hepatitis in patients with HIV infection. Presented: Digestive
Dis Week, Am Gastro Assoc, San Francisco, CA, May 1992.

c Sherman RA: Pain and the problem causing it aren’t always
in the same place. Presented: The Assoc for Applied Psychophys-
iology, Colorado Springs, CO 1992.

DEPARTMENT OF OB-GYN
Fisk DR et al: Low grade squamous intraepithelial lesions:

Are they all the same? Presented: Am Soc for Colposcopy and
Cervical Pathology 1992 Biennial, Orlando, FL 1992.

.DEPARTMENT OF PATHOLOGY
c Butler CE et al: Evaluation of the DNA probe direct test of
rN. gonorrhoea on treated patients. Presented: Am Soc Microbi-~
ology, New Orleans, LA 1992.

DEPARTMENT OF PEDIATRICS

c Burgess DB et al: Developmental screening in the military.
Presented: Santa Fe, NM 1992.

Carter BS: Cardiac hypertrophy and disproportionate septalh-
ypertrophy in newborns with hyperinsulinism. Presented and
Published: Clinical Research 40:19A, 1992.

Moores RR: Glutamate flux between placenta and fetus:

Magnitude and potential significance. Presented and Published:
Pediatric Research 31:48 A, 1992.
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DEPARTMENT OF SURGERY

Beck WG et al: A further examination of the speech intelli-
gibility (SIR) test. Presented: Am Speech-Language Hearing
Assoc, Atlanta, GA, November 1991.

Bray VJ et al: Hydroxycholoroquine toxicity and efficacy in
rheumatic disease. Presented and Published: Arthritis Rheu
35:R25, 1992.

Brown CW et al: The natural history of thoracic disc
herniation. Presented: Soc Military Ortho Surgeon, Colorado
Springs, CO 1992.

c Callahan B: Effect of coumadin on fixation of hydroxyapa-
tite-coated and uncoated porous Co-Cr-Mo alloy implants in a goat
model. Presented and Published: Orthopaedic Transaction, 16(3),
Fall 1992.

c Callahan B: Effect of coumadin on fixation of hydroxyapa-
tite-coated and uncoated porous Co-Cr-Mo alloy implants in a goat
model. Presented and Published: J Invest Surgery 5(3), 1992.
SOMOS, El1 Paso, TX, November 1991

o Callahan B et al: Attachment of Ha-coated and uncoated
porous implants is influenced by coumadin. Presented: Acad Surg
Resch, Chicago, IL 1992.

C Callahan B et al: Attachment of Ha-coated and uncoated
porous implants is influenced by coumadin. Presented: Soc Milt
Ortho Surg, Colorado Springs, CO 1992.

C Callahan B et al: Attachment of Ha-coated and uncoated
porous implants is influenced by coumadin. Presented: Smith &
Nephew Richards 10th Annual Residents Conf, Memphis, TN 1992.

c Callahan B et al: Attachment of Ha-coated and uncoated
porous implants is influenced by coumadin. Presented: Am Acad
Oortho Surg, San Francisco, CA 1992.

C Callahan et al: Effect of nicotine on bone ingrowth and
fixation in hydroxyapatite coated and uncoated porous Co-Cr-Mo
alloy implants in a goat model. Presented: Reconstruction
Surgery of the hip and Knee Course, Durango, CO 1992.

Coe R: Limb-sparing surgery for soft tissue sarcomas below
the knee. Presented and Published: Orthopaedic Transactions
16(3), Fall 1992, Am Ortho Assoc Residents Conf, Ann Arbor, MI
1992.
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Coe R: Limb-sparing surgery for soft tissue sarcomas below
the knee. Presented and Published: Orthopaedic Transactions
16(3), Fall 1992, Am Ortho Assoc Residents Conf, Ann Arbor, MI
1992.

Coe R: Occipitocervical instability in Down Syndrome.
Presented and Published: Soc Milt Ortho Surgeons, Colorado
Springs, CO 1992.

Coe RA et al: The SROM Femoral prosthesis: Is modularity
self defeating? Presented: Barnard Competition, Denver, CO
1992.

Cope EE: Triple injection arthrogram with rapid sequence
105 mm x-ray: Presentation of a new technique. Presented and
Published: Orthopaedic Transactions 16(3), Fall 1992, Am Acad
ortho Surgeon, Washington, DC 1992.

Cope EE: Tarsal coalition: The children’s hospital experi-
ence. Presented: Barnard Competition, Denver, CO 1992

Cope EE: Tarsal coalition: The children’s hospital experi-
ence. Presented: Soc Milt Ortho Surg, Colorado Springs, CO 1992

Deffer P et al: Congenital pseudarthrosis of the clavicle.
Presented: Western Ortho Assoc, Monterey, CA 1992.

Deffer PA et al: Clavicle fractures in the newborn: Frac-
ture versus pseudarthrosis. Presented: Barnard Competition,
Denver, CO 1992.

Deffer PA et al: Clavicle fractures in the newborn: Frac-
ture vs pseudarthrosis. Presented: Soc Milt Ortho Surg, Colora-
do Springs, CO 1992.

Enzenauer RW et al: Treatment of scleromalacia perforans
(SP) with dura matter (DM) grafting. Presented and Published:
Arthritis Rheu 35:R24, 1992.

Enzenauer RW et al: Radial keratomy in the soldier-aviator.
Presented: Aerospace Med Assoc, Miami, FL 1992.

Eusterman VE et al: Gelfilm barrier for prevention of post-
parotidectomy Frey’s syndrome: A human and animal model experi-
ence. Presented: Annual AAO-HNS meeting, Washington, DC 1992.

Farber G et al: Tibial nonunion treated with ilizarov.
Presented: Barnard Competition, Denver, CO 1992.

Farber G et al: Analysis of instrumented spine fusion with
emphasis on complications and use of radiographs for screw
placement. Presented: Soc Milt Ortho Surg, Colorado Springs, CO
1992.
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Fri -del S et al: Avascular necrosis of the metatarsal heal
following chevron osteotomy: An evaluation by MRI. Presented:
Barnard Competition, Denver, CO 1992.

c Gillogly SD et al: The accuracy of magnetic resonance
imaging in assessment of patellar tendon autograft anterior
cruciate ligament reconstruction. Presented: Barnard Competi-
tion, Denver, CO 1992.

Heier J et al: Ocular injuries at a CSH in support of
operations desert shield and storm. Presented: ARVO annual
meeting, Sarasota, FL, 1992.

c Jones DEC et al; Efficacy of percutaneous trigger finger
release: An anatomic study. Presented: Soc Milt Ortho Surg,
Colorado Springs, CO 1992.

Lisecki E et al: Hip lesions mimicking primary osteoarthri-
tis, A radiographic and histopathologic study. Presented: Am .
Acad Ortho Surg, San Francisco, Ca 1992.

c Liescki E et al; Attachment of hydroxyapatite-coated and
uncoated porous implants is influenced by methotrexate and
coumadin. Presented: Controversies in Total Joint Arthroplasty,
1st Annual fall Retreat. Milwaukee, WI, 1992.

C Liescki E et al; Attachment of hydroxyapatite-coated and
uncoated porous implants is influenced by methotrexate and
coumadin. Presented: Reconstruction Surgery of the Hip and Knee
Course, Durango, CO 1992.

c Liescki E et al; Attachment of hydroxyapatite-coated and
uncoated porous implants is influenced by methotrexate and
coumadin. Presented: Hips and Chips, Castle Rock, CO 1992.

c Lisecki EJ et al: Experimental and clinical results of .
hydroxyapatite-coated total hip replacements. Presented: Hips
and Chips, Castle Rock, CO 1992.

c Lisecki EJ et al: Experimental and clinical results of
hydroxyapatite-coated total hip replacements. Presented: Ortho
Resch Soc, San Francisco, CA 1992.

(o] Lisecki EJ et al: Experimental and clinical results of
hydroxyapatite-coated total hip replacements. Presented:
Controversies in Total Joint Arthroplasty, 1st Annual fall
Retreat, Milwaukee, WI 1992.

(o Liescki E et al; Attachment of hydroxyapatite-coated and

uncoated porous implants is influenced by methotrexate and
coumadin. Presented: Ortho Resch Soc, San Francisco, CA 1992.
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c Lisecki EJ: Randomized, prospective clinical evaluation of
HA-coated and non HA-coated porous total hip replacements by a
single surgeon. Presented: Am Acad Ortho Surg, San Francisco,
Ca 1992.

c Lisecki EJ: Randomized, prospective clinical evaluation of
HA-coated and non HA-coated porous total hip replacements by a
single surgeon. Presented: Controversies in Total Joint Arthro-
plasty, 1st Annual Fall Retreat, Milwaukee, WI 1992.

c McBride et al: Biomechanical analysis of central one-third
patellar ligament defects in & New Zealand rabbit model. Pre-
sented: Soc Milt Ortho Surg, Colorado Springs, C 1992.

c Pals S et al: Biomechanical evaluation of the goat patellar
tendon after harvest of its middle third. Presented: Am Acad
ortho Surg, San Francisco, Ca 1992.

c Pals S et al: Biomechanical evaluation of the goat patellar
tendon after harvest of its middle third. Presented: Soc Milt
Ortho Surg, Colorado Springs, CO 1992.

(o Pals S et al: Evaluation of the goat patellar tendon after
harvest of its middle third. Presented: Am Ortho Assoc, Ann
Arbor, MI 1992.

C Pals S et al: Evaluation of the goat patellar tendon after
harvest of its middle third. Presented: Barnard Competition,
Denver, CO 1992.

c Pals S: Patellar tendon healing and strength following
patellar tendon autograft harvest in goats. Presented and
Published: Orthopaedic Transactions 16(3), Fall 1992.

Place H et al: Stabilization of thoracic spine fractures
resulting in complete paralysis: A long-term retrospective
analysis. Presented: Soc Milt Ortho Surg, Colorado Springs, CO

Reister J et al: Carpal ligamentous injuries associated
with fractures of the distal radius. Presented: Barnard Compe-
tition, Denver, CO 1992.

Schaefer RA et al; Musculoaponeurotic fibromatosis (extra-
abdominal desmoid tumors): A protocol for treatment. Presented:
Am Ortho Residents Conf, Ann Arbor, MI 1992.

Schaefer R: Radiographic analysis of patellar height after
ACL reconstruction. Presented and Published: Orthopaedic
Transactions 16(3), Fall 1992.

Spezia PM et al: Femur fractures in alpine skiers. Pre-
sented: Am Fracture Assoc Essay Contest, Orlando, FL 1992.
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c Spezia P: Nonsurgical treatment of Morton’s neuroma with
local injection of B-12/solumedrol/lidocaine combination.
Presented and Published: Orthopaedic Transactions 16(3), Fall
1992.

Spezia PM et al: Femur fractures in alpine skiers. Pre-
sented: Ass Milt Osto Phys and Surg, Scottsdale, AZ 1992.

Spezia PM et al: Femur fractures in alpine skiers. Pre-
sented: Western Ortho Assoc, Monterey, CA 1992.

Spezia PM et al: Femur fractures in alpine skiers. Pre-
sented: Soc Milt Ortho Surg, Colorado Springs, CO 1992.

Spezia PM et al: External fixation of pediatric femur frac-
tures. Presented: Western Ortho Assoc, Monterey, CA 1992.

Spezia PM et al: External fixation of pediatric femur
fractures The Children’s Hospital Experience. Presented:
Barnard Competition, Denver, CO 1992.

Spezia P et al: External fixation of pediatric femur
fractures versus 90-90 skeletal pin traction: Cost and effec-
tiveness. Presented: Soc Milt Ortho Surg, Colorado Springs, CO
1992.

c Whitecloud T III et al: Experimental and clinical results
with hydroxylapatite-coated total hip replacement. Presented:
9th Meeting Ortho Assoc English-Speaking World, Toronto, Canada
1992.

c Whitecloud T III et al: Randomized prospective clinical
evaluations of hydroxylapatite-coated and non-hydroxylapatite
coated porous total hip replacements. Presented: Clin Ortho
Soc, Denver, CO 1992.

c Wolff J et al: Effects of methotrexate on bony ingrowth in
hydroxyapatite coated and uncoated porous implants in a goat
model. Presented: Am Ortho Assoc, Seattle, WA 1992.

c Wolff J et al: Effects of methotrexate on bony ingrowth in
hydroxyapatite coated and uncoated porous implants in a goat
model. Presented: Soc Milt Ortho Surg, Colorado Springs, CO
1992.

Yoshida GY: Laryngeal chondronecrosis and malignant neuro-
endocrine tumor of the head and neck. Presented: Pacific Coast
oto-ophthalmological Society, Waijiakaloa, HI, June 1992.

Yoshida GY: Malignant neuroendocrine tumor of the frontal

sinus and temporal bone. Presented: Annual AAO-HNS meeting,
Washington, DC 1992,
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DEPARTMENT OF RADIOLOGY

Heironimus JD et al: Clinical correlation of bilateral
slanthole tomography for cardiac scintigraphy. Presented and
Published: Clin Nucl Med 17(3):256, 1992.

Heironimus JD et al: A comparison of exercise and adenosine
Tc-99m sestamibi myocardial scintigraphy in patients with left
bundle branch block. Presented and Published: Clin Nucl Med
17(3):256, 1992.

McDevitt GR et al: Sensitivity and specificity of malignant
pleural effusion and bone scintigraphy. Presented and Published:
Clin Nucl Med 17(3):254, 1992.

Toney MO et al: Gastric emptying : Solid-phase geometric
means analysis in dynamic imaging. Presented and Published:
Clin Nucl Med 17(3):255, 1992.

Wyatt RA et al: Bone mineral density in young adult females
with lower extremity pain. Presented & Published: Clin Nucl Med
17(3):252, 1992.

Wyatt RA et al: Tc-99m human serum albumin and protein
losing enteropathy: A case report and review of the literature.
Presented and Published: Clin Nucl Med 17(3):257, 1992.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 80/120 (3) Status: Ongoing

(4) Title: Evaluation of Carbohydrate Metabolism in Thyrotoxicosis:
Investigations into the Frequency, Type and Mechanisms
of Carbohydrate Tolerance

(5) Start Date: 1981 (6) Est Compl Date: 1991

(7) Principal Investigator: (8) Facility: FAMC
Gerald S. Kidd, COL, MC

(9) Dept/Svc. MED/Endocrinology (10) Associate Investigators: ‘

(11) Key Words: Fred D. Hofeldt, COL, (Ret)
carbohydrate Robert J. Sjoberg, MAJ, MC
hyperthyroidism

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report.

(14) a. Date, Latest IRC Review: MAY_ __ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:____ 0

d. Total Number of Subjects Enrolled to Date: 11

e. Note any adverse drug reactions reported to the FDA or sponsor foi
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e".

(15) Study Objective: The first objective of the study is to determine
the frequency and reversibility of carbohydrate intolerance in
thyrotoxicosis and to determine the importance of gut factors by doing
oral and intravenous glucose tolerance test. The second objective is to
study the mechanisms of carbohydrate intolerance. This objective will
be approached by measuring glucose, insulin, glucagon and free fatty
acids, basally and after oral intravenous glucose and by measuring the
responses to exogenous insulin.

(16) Technical Approach: Ten non-diabetic patients who are taking no

medications, are less than age 45, are less than 120% of ideal body
weight, will be studied while thyrotoxic and after recovery. Each
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patient will have an oral and an intravenous glucose tolerance test.
Each patient will have an insulin tolerance test basally and following
glucose infusion.

(17) Progress: No patients have been enrolled in this study during the
past academic year. The research study is still entirely valid and
worthwhile in purpose. The principal investigator has not had adequate
time to pursue this project as it is very complex. However, it is still
hoped that a new Endocrine Fellow will pick up this project and complete
it within the next year to a year and a half. A tremendous amount of
effort has already been expended on this study, and it is requested that
the protocol be continued in hopes of mobilizing associate investigators
to pursue the project. FY 91, no progress.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 81/117 (3) Status: Ongoing

(4) Title: The Role of Calcitonin in Osteoporosis

(5) Start Date: Reactivate 1987 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Michael T. McDermott, LTC, MC

(9) Dept/Svc: MED/Endocrine (10) Associate Investigators:
Gerald S. Kidd, coL, MC

(11) Key Words:
osteoporosis
bone density
calcitonin deficiency
thyroid hormone

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report.

(14) a. Date, Latest IRC Review:_SEP b. Review Results: ongoina
c. Number of Subjects Enrolled During Reporting Period: S

d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e".

(15) Study Objective: To determine if, longitudinally, thyroid cancer
patients who have calcitonin deficiency and are on suppressive doses of
thyroid hormone, loose radial bone more rapidly than goiter patients,
who are also on suppressive doses of thyroid hormone but are not
calcitonin deficient, and than normal controls. Also to compare these
3 groups, cross-sectionally, for bone density of the spine and hip.

(16) Technical Approach: 3 Groups: (a) thyroid cancer patients -
calcitonin deficient and on thyroid hormone; (b) goiter patients - not
calcitonin deficient but are on thyroid hormone, and (b) normal
controls. (SPA) single photon absorptiometry-distal and midradius
serially for 5-6 yrs (in progress since 1981) (DPA) dual photon
absorptiometry - spinal & hip- cross-sectionally.
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(17) Progress: Total number of patients enrolled to date: 44 cancer,
99 goiter, and 100 normal. All data have not yet been collected and
analyzed. Preliminary analysis will be presented. Cross sectional
study shows that goiter patients have lower bone density in the spine,
mid-radius and distal radium compared to controls while thyroid cancer
patients were lower at the mid-radius and distal radius but not the
spine. Longitudinal study reveals a greater rate of bone loss in goiter
and thyroid cancer patients than in controls but the difference is
significant only in goiter patients. Power analysis indicates that
obtaining followup data on more of the thyroid cancer patients, which is
underway, will be necessary to avoid a Type II error.

Publications:

McDermott MT, Kidd GS, Blue P, Ghaed V, Hofeldt FD: Reduced bone
mineral content in totally thyroidectomized patients: Possible effect
of calcitonin deficiency. J Clin Endocrinol. Metab 56:936~9, 1983.

McDermott MT, Hofeldt F, Kidd GS: Calcitonin deficiency does not affect
the rate of radial bone loss. J Bone Min Res (1(suppl. 1):352, 1986
(Abstract).

Presentations:

McDermott MT, Hofeldt FD, Kidd GS: Calcitonin deficiency does not
affect the rate of radial bone loss. Presented: 8th Annual Scientific
Meeting, American Society for Bone and Mineral Research, Anaheim, CA
1986.

Perloff JJ, McDermott MT, Damiano MA, Kidd GS: The effects of thyroid

hormone suppression and calcitonin deficiency on bone mass. 74th
meeting of the Endocrine Society, San Antonio, TX, June 1992.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 81/118 (3) Status: Ongoing

(4) Title: Hypothalamic Pituitary Gonadal Function in Hypothyroidism

(5) Start Date: 1981 (6) Est Compl Date: Indefinite

(7) Principal Investigator: (8) Facility: FAMC
Michael T. McDermott, LTC, MC

(9) Dept/Svc: MED/Endocrine (10) Associate Investigators:
Gerald S. Kidd, LTC, MC

(11) Key Words:
hypothyroidism
gonadal dysgenesis
gonadotropins, pituitary

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
#*Refer to Unit Summary Sheet of this Report.

(14) a. Date, Latest IRC Review: NOV___ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 1

e. Note any adverse drug reactions reported -to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e". None

(15) Study Objective: The objectives of this protocol are to define more‘
clearly the mechanisms of gonadal dysfunction occurring in
hypothyroidism and to see if these abnormalties resolve after treatment

of the hypothyroid state.

(16) Technical Approach: A prospective study to assess in a pair
manner results of alterations in HPG axis as a consequence of
hypothyroidism when evaluated with GnRH infusion and TRH testing,
clinical stimulation and HCG testing in males and females.

(17) Progress: No progress in the past year.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 83/122 (3) Status: Completed

(4) Title: The Role of Food Allergy in the Pathogenesis of Migraine

Headaches
(5) Start Date: 1983 (6) Est Compl Date: 1992
(7) Principal Investigator: (8) Facility: FAMC
Thurman R.Vaughan, MAJ, MC
(9) Dept/Svc: MED/Allergy (10) Associate Investigators:
(11) Key Words: David L. Goodman, LTC, MC
migraine
food hypersensitivity
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report.
(14) a. Date, Latest IRC Review: b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 12

d. Total Number of Subjects Enrolled to Date: 104 completed program.
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "“(14)e". None

(15) Study Objective: To study the value of allergy food skin test in
directing and defining a diet which will cause a decrease in the
frequency of migraine headaches in affected patients.

(16) Technical Approach: Approximately 100 patients with dx of migraine
headaches who suffered 3 or more HA/month will keep a 1 month food
diary/st diary. They will then be skin tested to 83 common foods and
undergo an additional 1 mo diet eliminating suspected food, and skin
test positive foods. Positive regimens will be studied with open chall.
and double blind food challenge with immunologic mediators precursors.

(17) Progress: Study completed FY 92.

Presentations:

(1) Vaughan, TR, Stafford, WW, Miller, BT, Weber, RW, Tipton, WR,
Nelson, HS: Food and Migraine Headache: A Controlled Study.
Presented: American College of Allergists, Phoenix, AZ, January 1986.
(2) Vaughan, TR, Stafford, WW, Miller, BT, Tipton, WR, Weber, RW,

Nelson, HS: Food and Migraine Headache: A Controlled Study.
Presented: Aspen Allergy Conference, Aspen, CO, July 1986.
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(3) vaughan TR, Stafford WW, Miller BT, Tipton WR, Weber RW, Nelson HS:
Food and Migraine Headache: A Controlled Study. Presented: Southwest
Allergy Forum, El Paso, TX, March 1987.

(4) Kossoy AF, Vaughan TR, Stafford WW, Miller BT, Nelson HS, Weber RW:
Food and Migraine Headache: A Double-Blind, Long-term Followup Study.
Presented: VI International Food Allergy Symposium, Boston, MA.,
November 1987.

(5) Vvaughan TR: Food and Migraine Headache. Presented: Keystone
Allergy Conference, Keystone, CO., February 1988.

Publications:

1. stafford WM, Weber RW, Vaughan TR. The Role of Food in Migraine
Headache. Am J Asthma Allergy, 3:143-152, 1990. .
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 83/126 (3) Status: Ongoing

(4) Title: The Role of Altered Prostaglandin Synthesis in the Impaired
Water Excretion and Abnormal Renin-Aldosterone Axis of

Hypothyroidism
(5) Start Date: 1983 (6) Est Compl Date: 1992
(7) Principal Investigator: (8) Facility: FAMC

Gerald S. Kidd, coL, MC

(9) Dept/Svc: MED/ Endocrine (10) Associate Investigators:

(11) Key Words:
prostaglandin synthetic
hypothyroidism
water electrolyte balance, imbalance

‘12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__ NOV b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: The objective of this study is to determine in an
indirect manner i.e., with prostaglandin synthesis inhibition, if the
abnormal suppressibility of vasopressin and/or altered renal sensitivity
to vasopressin seen in hypothyroid patients is caused by altered
prostaglandin levels. This will be done by measuring serum vasopressin
levels and urinary water excretion in response to a water load, as well
as the renal response to exogenous vasopressin, in hypothyroid patients
with and without prostaglandin synthesis inhibition, both before and
after treatment with thyroid hormone to the point of euthyroidism. 1In
the same way, the influence of altered prostaglandin levels on the
renin-aldosterone axis of hypothyroidism will be studied by measuring
plasma renin activity and aldosterone levels in these patients while in
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a relatively volume depleted state, that is before the water loading is
performed. Altered renal prostaglandin synthesis in hypothyroidism will
also be assessed directly by measuring urinary PGE-2 excretion in the
hypothyroid and euthyroid states. (Urinary PGE-2 excretion is thought
to reflect primarily renal PGE-2 production.)

(16) Technical Approach: By measuring urinary prostaglandin E and water
loading responses in hypothyroid patients before and after indomethacin
administration as well as measuring plasma, aldosterone, and plasma
renin activity we will evaluate the effects of prostaglandin synthesis
inhibition on water metabolism.

(17) Progress: Because of competing priorities, no subjects have yet
been studied. A new fellow will be assigned to complete the study,
protocol is still worthwhile and should be continued.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 84/119 (3) Status: Ongoing

(4) Title: Treatment of Graves’ Ophthalmopathy with Cyclosporin

(5) Start Date: 1984 (6) Est Compl Date: 1992
(7) Principal Investigator: (8) Facility: FAMC
Michael T. McDermott, LTC, MC WRAMC
Leonard Wartofsky, COL, MC MAMC
BAMC
(9) Dept/Svc: MED/Endocrine (10) Associate Investigators

Anthony Truxal, CPT, MC

(11) Key Words:
eye disease
cyclosporin
prednisone

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:#*
*Refer to Unit Summary Sheet of this Report.

(14) a. Date, Latest IRC Review:_ APRIL___ b. Review Results:

c. Number of Subjects Enrolled During Reporting Period: 0

d. Total Number of Subjects Enrolled to Date: 5

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e". Cyclosporinte - Acne (1 pt.)
Prednisone - Acne, swelling (1 pt.) Arthralgia on withdrawal (1 pt.)

(15) Study Objective: To determine the effectiveness of cyclosporin in
the treatment of Graves’ eye disease.

(16) Technical Approach: Patients with Graves’ eye disease will receive
a 3-week course of cyclosporine or prednisone, then have a 3-week rest.
Then, 3 weeks of prednisone or cyclosporine (crossover). They will be
followed by complete eye examination and CT scan of the orbits before
and after each drug period, and twice weekly with CBC, SMA-18,
urinalysis and B-2 microglobulin (urine).

(17) Progress: No new patients enlisted from FAMC in the past year.
Two patients added from other medical centers. Results in patients
evaluated thus far as a group are kept at Walter Reed and have not yet
been analyzed. FY 91, no progress.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 85/100 (3) Status: Completed

(4) Title: Adjuvant Chemotherapy with 5-Fluorouracil, Adriamycin and
Mitomycin-C (FAM) vs. Surgery Alone for Patients with
Localy Advanced Gastric Adenocarcinoma, Phase III

SWOG #7804
(5) Start Date: 1978 (6) Est Compl Date: Indefinite
(7) Principal Investigator: (8) Facility: FAMC

Thomas Cosgriff, COL, MC

9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators

11) Key Words:
drug therapy

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report.

(14) a. Date, Latest IRC Review: JAN b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 0
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e". .

(15) Study Objective: The objective is to participate in the SWOG group
in the study of adult oncological malignancies.

(16) Technical Approach: See Protocol
(17) Progress: Study is closed, no patients.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 85/139 (3) Status: Ongoing

(4) Title: National Intergroup Protocol for Intermediate Thickness
Melanoma 1.0-4.0 mm. Evaluation of Optimal Surgical Margins
(2 vs 4 cm) Around the Primary Melanoma and Evaluation
of Elective Regional Lymph Node Dissection

SWOG #8393
(5) Start Date: 1983 (6) Est Compl Date: Indefinite
(7) Principal Investigator: (8) Facility: FAMC

Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators

(11) Key Words:
drug therapy

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report.

(14) a. Date, Latest IRC Review:__ JAN b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:: 0

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e".

(15) study Objective: The objective is to participate in the SWOG group
in the study of adult oncological malignancies.

(16) Technical Approach: See Protocol
(17) Progress: Ongoing

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 3 Mar 92 (2) Protocol #: 85/167 (3) Status: Ongoing

(4) Title: The Effect of Age on Thyroid Function Studies: The
Perchlorate Discharge Test

(5) Start Date: 1985 (6) Est Compl Date: 1992

(7) Principal Investigator: (8) Facility: FAMC
Gerald S. Kidd, cOoL, MC

(9) Dept/Svc: MED/Endocrine (10) Associate Investigators ‘
(11) Key Words: William J. Georgitis, MAJ, MC
thyroid diseases Michael T. McDermott, MAJ, MC
thyroid function tests Peter Blue, LTC, MC
thyroid gland Stephen M. Manier, MAJ, MC
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report.
(14) a. Date, Latest IRC Review:_ MARCH b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 12

e. Note any adverse drug reactions reported to the FDA or sponsor for
studying under an FDA-awarded IND. May be continued on a separate
sheet, and designated as "(14)e". .

(15) Study Objective: The objective of this study is to determine the
effect of age on the perchlorate discharge test in individuals with
thyroid disease.

(16) Technical Approach: Patients over the age of 60 years without
thyroid disease by history, physical examination and lab evaluation will
be studied. A perchlorate test will be performed in Nuclear Medicine.

(17) Progress: No progress has been made due to inadequate time of
principal investigator; however, the study is thought to still be valid
and worthwhile. A new Endocrine Fellow will pick up this protocol and
complete it. No progress in FY92. An addendum is neeed to add a
control grou:. ‘ )

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 86/109 (3) Status: Terminated

(4) Title: The Effect of INH and Combination INH-Rifampin Therapy on
Calcium and Vitamin D Metabolism

(5) Ftart Date: 1986 (6) Est Compl Date: 1991
(7) Principal Investigator: (8) Facility: FAMC
John Merenich, MAJ, MC
(9) Dept/Svc: MED/Endocrine (10) Associate Investigators
Gerald S. Kidd, LTC, MC
(11) Key Words: Michael E. Perry, COL, MC
calciunm Michael T. McDermott, MAJ, MC
vitamin D rifampin Fred Negron, CPT, MC
vitamin D deficiency Peter Blue, LTC,MC
Arnold Asp, MAJ, MC
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report.
(14) a. Date, Latest IRC Review:__ JAN b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: (1]
d. Total Number of Subjects Enrolled to Date: 7

e. Note any adverse drug reactions reported to the FDA or sponsor for
studying under an FDA-awarded IND. May be continued on a separate
sheet, and designated as "(14)e". None

(15) Study Objective: The purpose of this study is to see if INH therapy
alters vitamin D and/or calcium metabolism in a significant manner.
This may then lead to further evaluation to determine if patients would
benefit from vit D or calcium supplementation while receiving INH
therapy.

(16) Technical Approach: Ten to 20 patients will be begun on INH therapy
for their recent PPD conversion. Determinations of vit D (25-0OH,
1,25-0H) , serum calcium, PTH, 24-hour urine calcium and SMA-18 are drawn
at baseline, 2 weeks, 6 and 9 months. Bone densitometry is obtained
before and after therapy.

(17) Progress: Seven patients were enrolled but no followup was
accomplished. Data was incomplete due to multiple investigators and
transfers there of study was not fesible.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 86/114 (3) Status: Ongoing

(4) Title: Natural History of HIV 1 Infection and Disease in a
United States Military Community

(5) Start Date: 1986 (6) Est Compl Date: 1992

(7) Principal Investigator: (8) Facility: FAMC
Gates, Robert H. LTC, MC

(9) Dept/Svc: DCI (10) Associate Investigators
Richard Harris, LTC, MS ‘
(11) Key Words: Roland N. Hannon, PA-C, CW3(RET)
HIV virus Jefferey Casserly, PA-C, CW3(RET)

Shannon M. Harrison, LTC, MC
William R. Byrne, LTC, MC

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report.

(14) a. Date, Latest IRC Review: Jan 91 b. Review Results:_Ongoing_

c. Number of Subjects Enrolled During Reporting Period: 60

d. Total Number of Subjects Enrolled to Date: 600

e. Note any adverse drug reactions reported to the FDA or sponsor for
studying under an FDA-awarded IND. May be continued on a separate
sheet, and designated as "(14)e". None

(15) Study Objective: To develop an accurate, thorough understanding of
the pattern of disease progression and clinical course in individuals
with documented HIV infection within the general military population
including active duty, dependents, and retirees. This will provide
critical information for clinical and administrative management of
patients. ‘ )

(16) Technical Approach: Collect data on all patients who are required
to be staged by DA directives and any who request staging.

(17) Progress: No changes except as noted for amendments in the
protocol.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 86/120 - (3) Status: Completed

(4) Title: A Phase II Comparison of CHOP versus m-BACOD versus
ProMaCE-CytaBOM versus MACOP-B in Patients with
Intermediate or High Grade Non-Hodgkin’s Lymphoma

SWOG #8516
(5) Start Date: 1986 (6) Est compl Date: Indefinite
(7) Principal Investigator: (8) Facility: FAMC

Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators

(11) Key Words:
drug therapy

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report.

(14) a. Date, Latest IRC Review:__JAN b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 0

d. Total Number of Subjects Enrolled to Date: 2

e. Note any adverse drug reactions reported to the FDA or sponsor for
studying under an FDA-awarded IND. May be continued on a separate
sheet, and designated as " (14)e".

(15) Study Objective: To participate in the SWOG group in the study of
adult oncological malignancies.

(16) Technical Approach: See Protocol
(17) Progress: Study is closed.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 87/103 (3) Status: Completed

(4) Title: Identification of Those at Risk for Osteoporotic Fractures
by a Non-Invasive Measurement

(5) Start Date: 1987 (6) Est Compl Date: June 1990

(7) Principal Investigator: (8) Facility: FaMC
Michael T. McDermott, LTC, MC

(9) Dept/Svc: MED/Endocrine (10) Associate Investigators
Gerald Kidd, COL, MC

(11) Key Words:
osteoporosis
hip fractures

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report.

(14) a. Date, Latest IRC Review: DEC b. Review Results:

c. Number of Subjects Enrolled During Reporting Period: 25

d. Total Number of Subjects Enrolled to Date: 70

e. Note any adverse drug reactions reported to the FDA or sponsor for
studying under an FDA-awarded IND. May be continued on a separate ‘

sheet, and designated as "(14)e".

(15) study Objective: To evaluate possible risk factors for osteoporosis
by comparing hip fracture patients and matched controls for bone
density, calcium intake, smoking, medications, mental status, visual
acuity, vitamin D leves and exercise history.

(16) Technical Approach: Hip fracture patients, within 5 days of
fracture, and normal matched controls will have measurement of bone
density at 3 sites in the unaffected hip and in the spine by dual photon
absorptiometry and in the non-dominat midradius by single photon
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CONTINUATION SHEET, FY 92, ANNUAL PROGRESS REPORT Protocol #87/103

absorptiometry. All subjects will have a history and physical
examination to include dietary and exercise history. Twenty subjects
from each group will have visual acuity and 25-hydroxy vitamin D levels
evaluated.

(17) Progress: Patients with hip fractures had significantly reduced
bone density in the hip and lumbar spine and significantly lower calcium
intakes. No further progress. The manuscript has been submitted for
publication.

Presentations:

(1) McDermott MT, Perloff KG, Kidd GS: Risk factors for osteoporotic
hip fractures. Presented: 10th Annual Scientific Meeting, American
Society for Bone and Mineral Research, New Orleans, La, 1988.

Publications:

(1) Perloff JJ, McDermott MT, Perloff KG} Kidd GS: Risk factors for
osteoporotic hip fractures. J Bone Min Res 3(Suppl. 1):587(73A), 1988,
(Abstract).

(2) Perloff JJ, McDermott MT, Perloff KG, Blue PW, Enzenhauer R, Seik

E, Chantelois A, Dolbow A, Kidd GS: Risk factors for osteoporotic hip
fractures (Submitted for publication).
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 87/104 (3) Status: Completed

(4) Title: A Randomized Investigation of High-Dose Versus Standard
Dose Cytosine Abarinoside with Daunorubicin in Patients
with Acute Non-Lymphocytic Leukemia, Phase III

SWOG 8600
(5) Start Date: (6) Est Compl Date: 1990
(7) Principal Investigator: (8) Facility: FAMC

Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators

(11) Key Words:
drug therapy

(12) Accumulative MEDCASE:#* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report.

(14) a. Date, Latest IRC Review:__JAN b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: .

d. Total Number of Subjects Enrolled to Date: 1
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e".

(15) Study Objective: The objective is to participate in the SWOG group
in the study of adult oncological malignancies.

(16) Technical Approach: See Protocol

(17) Progress: One patient enrolled; patient failed 2 courses of
induction therapy; disease progressed and patient died.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 87/112 (3) Status: Completed

(4) Title: (RTOG-85-01) Prospective Trial for Localized Cancer of The
Esophasgus: Comparing Radiation as a Single Modality to the
Combination of Radiation Therapy and Chemotherapy, Phase
III Intergroup

SWOG-8598
(5) Start Date: (6) Est Compl Date: 1990
(7) Principal Investigator: (8) Facility: FAMC

Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators

(11) Key Words:
drug therapy

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report.

(14) a. Date, Latest IRC Review: JAN b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 0
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e".

(15) Study Objective: The objective is to participate in the SWOG group
in the study of adult oncological malignancies.

(16) Technical Approach: See Protocol
(17) Progress: Study is closed.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 87/114 (3) Status: Ongoing

(4) Title: Patient Evaluation of Physicians’ Humanistic Qualities

(5) Start Date: (6) Est Compl Date: 1992
(7) Principal Investigator: (8) Facility: FAMC
Michael J. Weaver, COL, MC
(9) Dept/Svc: MED/Gen. Med Svc. (10) Associate Investigators
Cathy L. Ow, CPT, MC

(11) Key Words: Debbie Walker, LTC, AN

humanistic qualities Ernest Degenhardt, MAJ, AN

medical residents ’

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report.

(14) a. Date, Latest IRC Review:_JULY __ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 12
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e".

(15) Study Objective: a) to determine what behaviors are considered by
patients to be important markers of humanistic qualities in their
physicians; b) to develop and test a questionnaire for a patient to rate
the humanistic qualities of their own physician, and (c) to determine
whether feedback, based on their own patients’ ratings, can result in a
change in physicians’ humanistic behaviors. .

(16) Technical Approach: The study consists of three phases: (a) open-
ended interviews with patients to elicit important physicians’ humanis-
tic behaviors; (b) development and testing of a questionnaire from the
responses generated in Phase a, and (c) we will give back feedback to
physicians, based on their own patients’evaluation of their humanistic
behaviors, using the questionnaire developed, and measure whether there
is any change on a repeat questionnaire, post-feedback.

(17) Progress: Data analysis completed for 2nd version of

questionnaire. Manuscript reporting results of 1st and 2nd phases is in
preparation. 3rd phase will begin in fall of 1992.
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CONTINUATION SHEET, FY 92, ANNUAL PROGRESS REPORT Protocol #:87/114
Publications:

Weaver MJ, Ow CL, Walker DJ and Degenhardt EF: Evaluation of Residents
Humanistic Qualities by Patients and Attending Physicians (Abstract
Submitted)

Presentations:

Ow C, Weaver M, Walker D, Degenhardt E: Patient Evaluation of
Physicians Humanistic Qualities. (Accepted for presentation at Army
Regional LAP meeting, October 1989).

Weaver MJ, Ow CL, Walker DJ, Degenhardt EF:. Evaluation of resident’s
humanistic qualities by patients and attending physicians. Presented at
5th Biennial Symposium for Teaching Internal Medicine, Boston, MA Nov.
1989.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 87/116 (3) Status: Ongoing

(4) Title: Effect of Iodine Containing Water Purification Tablets
on Thyroid Function in Man

(5) Start Date: Aug 87 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Michael T. McDermott, LTC, MC
Gerald s. Kidd, coL, MC

(9) Dept/Svc: MED/Endocrinology (10) Associate Investigators
John R. Barrett, LTC, MC
(11) Key Words: William J. Georgitis, LTC, MC
iodine Robert J. Sjoberg, MAJ, MC
water purification tablets John A. Merenich, CPT, MC .
thyroid function tests Kenneth Simcic, CPT, MC
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report.

(14) a. Date, Latest IRC Review:_ AUGUST___ b. Review Results: Ongoing__
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 14
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e*.

(15) Study Objective: The objectives of this study are to investigate
the effects of iodine containing water purification tablets on thyroid
function and job performance in soldiers in a field environment.

(16) Technical Approach: See Protocol ‘

(17) Progress: No progress has been since last FY. The manuscript has
been submitted for publication and the reviewers have asked that we
measure serum iodine levels. We have been working with Biochemistry
Service, DCI, since then to try to develop an assay for serum iodine but
have so far been unsuccessful. Alternately we may eventually send them
to a commercial 1lab. We are still trying to get serum iodide
measurements.

Presentations: Georgitis WJ, McDermott MT: Iodide water purification
tablets alter thyroid function in man. Presented: 71st Meeting of the
Endocrine Society, Seattle, WA. Endocrinology 124 (Suppl):480 (1830A),
1989,

Publications: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 3 Mar 92 (2) Protocol #: 88/109 (3) Status: Completed

(4) Title: Methotrexate in the Treatment of Steroid Dependent

Asthmatics
(5) Start Date: 1989 (6) Est Compl Date: 1992
(7) Principal Investigator: (8) Facility: FAMC

Thurman R. Vaughan, MAJ, MC

(9) Dept/Svc: MED/Allergy Svc. (10) Associate Investigators

(11) Key Words: David L. Goodman, LTC, MC
asthma, steroid dependent ‘ '

methotrexate

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report.

(14) a. Date, Latest IRC Review:_ APRIL b. Review Results:

c. Number of Subjects Enrolled During Reporting Period: 2

d. Total Number of Subjects Enrolled to Date: 17

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e".

(15) Study Objective: To evaluate the effectiveness of weekly
methotrexate in reducing the steroid requirements of steroid dependent
asthmatics. The purpose is to demonstrate a statically significant
reduction in the steroid dose over the placebo control, without involve-
ment of the other parameters.

(16) Technical Approach: Double blind crossover design with methotrexate
and placebo following pulmonary function tests, symptom scores with at-
tempt to taper corticosteroids.

(17) Progress: Fifteen patients have completed the study, and ten have
benefited judged by increase in PFTs and decrease in total steroid use.

Presentations:
Dyer PD, Vaughan TR, Weber RW: Methotrexate in the treatment of steroid

dependent asthmatics. Presented: Harold S. Nelson Symposium, FAMC, Feb
89.
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CONTINUATIONS SHEET, FY 92, ANNUAL PROGRESS REPORT Protocol #:88/109

Dyer PD, Vauchan TR, Weber RW: Methotrexate in the treatment of steroid
dependent asthmatics. Presented: Aspen Allergy Conference, Aspen, CO
July 1989.

American College of Allergy & Immunology Annual Scientific Meeting,
Orlando, FL, Nov, 89.

Publications:

(1) Dyer PD, Vaughan TR, Weber RW: Methotrexate in the Treatment of
Steroid Requiring Asthma. J All Clin Immunol (April) 1990.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 88/112 (3) Status: Terminated

(4) Title: Long-Term 5-Fluorouracil Infusion for Recurrent Head
and Neck Cancer. Phase II Pilot Study

(5) Start Date: Reactivated 1992 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Daniel Tell, LTC, MC

(9) Dept of MED, Hem/Onc Svc (10) Associate Investigators

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report.

(14) a. Date, Latest IRC Review:__ NOV - b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 2
d. Total Number of Subjects Enrolled to Date: 7

e. Note any adverse drug reactions reported to the FDA or sponsor for
studying under an FDA-awarded IND. May be continued on a separate
sheet, and designated as " (14)e".

(15) Study Objective: To participate in the protocol in %‘he study of
malignancies.

(16) Technical Approach: See protocol

(17) Progress: WRAMC closed this protocol approximately three months
ago due to slow accrual. Two patients enrolled at FAMC, both patients
progessed on treatment and have expired.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 88/115 (3) Status: Ongoing

(4) Title: The Impact of an Ambulatory Care Rotation on Interns
Psychosocial Attitudes

(5) Start Date: 1989 (6) Est Compl Date: 1998

(7) Principal Investigator: (8) Facility: FAMC
Michael J. Weaver, COL, MC

(9) Dept/Svc: MED/Int. Med. Svc. (10) Associate Investigators
(11) Key Words: ‘
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report.

(14) a. Date, Latest IRC Review: AUGUST___ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 8
d. Total Number of Subjects Enrolled to Date: 24
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e".

(15) Study Objective: We propose to test the hypotheses that this am-
bulatory care rotation will result in increased awareness of psychoso-
cial problems and the increase in awareness will be correlate with an.
increase in knowledge of psychosocial content.

(16) Technical Approach: Each intern who does a one month ambulatory
care rotation in the internal medicine clinic is given a cognitive
knowledge test and a psychosocial attitudes questionnaire at the
beginning of the rotation, and again at the end of the rotation.

(17) Progress: Two years of questionnaires have been administered to
interns who are now junior and senior residents. Protocol was amended in
May 92 to extend the study up to 6 years, administering the same
questionnaire to these residents to determine the long-term changes in
attitude through training and into their first years of practice or
subspecialty training.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 88/120 (3) Status: Completed

(4) Title: Ventilatory Effects of Transtracheal Oxygenation

(5) Start Date: 1988 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FaMC
Michael Perry, COL, MC
Peter Blue, COL, MC

(9) Dept/Svc: MED/Pulmonary Dis. (10) Associate Investigators:
Douglas Dothager, CPT, MC

(11) Key Words:

(12) Accumulative MEDCASE:#* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_ AUGUST b. Review Results:

c. Number of Subjects Enrolled During Reporting Period: S

d. Total Number of Subjects Enrolled to vate: 15

e. Note any adverse drug reacticrs reported to the FDA or sponsor for
studies conducted under an FLA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To demonstrate the ventilatory effects of
transtracheal oxygen therapy.

(16) Technical Approach: A group of 10 COPD patients will have their
resp. parameters measured while receiving supplemental oxygen through a
nasal cannula and then again while receiving transtracheal oxygen at a
flow rate equivalent to that of the nasal cannula. The 2nd part of the
study will examine the effects of transtracheal oxygen on radioactive
xenon wash.

(17) Progress: Computer program modified as per ammendment. One new
patient enrolled since modification. Findings included a reduction in
minute ventilation in excess of the displaced deadspace as a result of
the distribution of ventilation peculiar to emphysema patients.
Physiologic deadspace was found to match the reduction in minute
ventilation as a result of methematical redundancy.

Publications and Presentations: HMLAC, Oct 88, 89; Army ACP meeting;
An. Thoracic Soc. May 89; Abstract: Review of Am. Respiratory, Apr 89.
HMLAC 1991, An. Thoracic Soc. May 91, Abstract, Am Rev. Resp. Dis.,
April 1991.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 88/121 (3) Status: Ongoing

(4) Title: Bone Densitometry in Thyroid Extract Treated Patients

(5) Start Date: 1988 (6) Est Compl Date: 1995

(7) Principal Investigator: (8) Facility: FAMC
William J. Georgitis, LTC,MC

(9) Dept/Svc: MED/Endocrine Svc (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_AUGUST b. Review Results:Approved__
c. Number of Subjects Enrolled During Reporting Period:30 controls

d. Total Number of Subjects Enrolled to Date: 50

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as "(14)e"

(15) Study Objective: To determine whether thyroid extract has greater
adverse effects on bone density and calcium metabolism than synthetic 1-
thyroxine. The second is to assess the reversibility of any documented
effect.

(16) Technical Approach: The effects of thyroid extract treatment on
bone densitometry will be investigated. Subjects taking thyroid extract
treatment matched with a thyroxine controlled group will have
assessments of thyroid replacement therapy status, mineral metabolism
and bone density. Thyroid extract subjects found to be subclinially
hyperthyroid may enter a longitudinal assessment of bone density after
crossing over to euthyroid thyroxine replacement.
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(17) Progress: From eighty-five refill prescriptions for thyroid
extract, seventy-one patients were sent letters. Twenty-eight potential
subjects were counseled about the study and twenty have been studied.
TRH tests, bone densities, and 24hr urine collections have been
completed on 30 controls. Ten thyroid extract subjects have crossed
over to thyroxine in the longitudinal phase of the study.

Publications and Presentations:

1. Georgitis WJ, Abrams LF, Dolbow A, Bunker DM: Bone densitometry in
patients taking thyroid extract. Presented: American Society for Boen
and Mineral Research/International Conference on Calcium-regulating
Hormones. 1st Joint Meeting. Abstract 219:S172, Montreal, Quebec,
September 1989.

2. Abrams L, Georgitis W, Dolbow A, Bunker D, Kidd G: 1Is anyone taking

thyroid extract consistently euthyroid? The Endocrine Society, 72nd
Meeting, Atlanta, GA, 1990.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 88/124 (3) Status: Ongoing

(4) Title: Corticosteroids in the Treatment of Stable Chronic
Obstructive Pulmonary Disease

(5) Start Date: (6) Est Compl Date: 1992

(7) Principal Investigator: (8) Facility: FAMC
Thurman R. Vaughan, MAJ, MC

(9) Dept/Svc: MED/Allergy Svc (10) Associate Investigators:
David L. Goodman, LTC, MC

(11) Key Words:

COPD
obstructive lung disease ‘
corticosteroids

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__ SEP b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:__ 0
d. Total Number of Subjects Enrolled to Date:_7__ - complete_7

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e" None

(15) Study Objective: To determine if subjects with severe obstruction
lung disease would benefit from extended therapy with corticosteroids.

(16) Technical Approach: Approximately 10 subjects who have COPD that
is not responsive to maximal beta-agonist therapy will be enrolled
(elevated FEC, <10%) they will then be randomized to receive either 32mg
methylprednisolone per day or placebo for 4 weeks followed by a washout
period of 4 weeks and finally crossover to receive the alternate drug.
Spirometry and body plethysmography will be performed prior to beginning
the study and at 2 week intervals throughout the study period.

(18) Progress: Seven subjects enrolled; Seven complete. Patient
recruitment is somewhat difficult in that most "irreversible" COPD
subjects have demonstrated a >10% response to B2 therapy. B2 therapy
still remains a problen. No fellow currently involved in study.
Although patients with appropriate entry criteria remain very difficult
to recruit, we will try to find 3 additional patients to complete the
protocol.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 89/102 (3) Status: Ongoing

(4) Title: Factors Determining Peak Bone Mass and Subsequent

Bone Loss
(5) sStart Date: (6) Est Compl Date:
(7) Principal Investigator: (8) Facility: FaMcC

Michael T. McDermott, LTC, MC
Gerald S. Kidd, COL, MC

Peter W. Blue, COL, MC .
Harry N. Tyler, Jr., DAC

(9) Dept/Svc: MED/Endocrinology (10) Associate Investigators:

(11) Key Words:
bone density
peak bone mass

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__ NOV b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To determine factors associated with the
development of peak bone mass and subsequent bone loss.

(16) Technical Approach: Bone density of the radius (single photon
absorptiometry) a: 1 of the hip and spine (dual photon absorptiometry)
will be done in a large group of male and female volunteers, who will
also, on another protocol, be having total body fat and lean mass
measured by dual photo absorptiometry. Questionnaire concerning present
and past calcium intake, exercise and other habits will also be
administered.

(17) Progress: No progress this FY.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 89/103 (3) Status: Ongoing

(4) Title: Transient Hypoxia During Sedated Endoscopic Procedures

(5) Start Date: Dec 88 (6) Est Compl Date: 1992
(7) Principal Investigator: (8) Facility: FAMC
Stephen Freeman, LTC, MC

(9) Dept/svc: MED/Gastroent (10) Associate Investigators:
Steve Lawrence, LTC, MC

(11) Key Words: Scott Hallgren, MAJ, MC

endoscopy Jeffrey Dunkelberg, MAJ, MC

hypoxia John Van Deren, CPT, MC

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

#Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__ Nov b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To determine the incidence of transient hpoxia
during sedated endoscopy and correlate this with changes in blood
pressure, cardiac rhythm, overall clinical status of the patient and
type and/or stage of endoscopy.

(16) Technical Approach: Room air arterial oxygen saturation, blood
pressure and heart rate will be recorded prior to, during and after
intravenous sedation and endoscopy.

(17) Progress: No progress has been made on this protocol in FY90. The
protocol, however, should remain active. Adequate monitoring equipment
to simultaneously monitor oxygenation, blood pressure, heart rate, and
ECG has heretofore been lacking. Equipment which will allow such
monitoring has finally been purchased as of 30 Sep 91. It is
anticipated by the principal investigator that the protocol can be
finally carried out to completion during FY92.

Publications and Presentations: None.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 89/104 (3) Status: Ongoing

(4) Title: Efficacy of Corticosteroids in the Acute Treatment of
Asthma: Is Duration of Symptoms Important?

(5) Start Date: Sep 89 (6) Est Compl Date: Sep 91

(7) Principal Investigator: (8) Facility: FAMC
Thurman R. Vaughan, MAJ, MC

(9) Dept/Svc: MED/Allergy (10) Associate Investigators:
David L. Goodman, LTC, MC

(11) Key Words:
asthma
corticosteroids
emergency management

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_ NOV b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 8
d. Total Number of Subjects Enrolled to Date: 8

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded  IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To determine if the beneficial effect of
corticosteroids seen in the treatment of status asthmatics is dependent
on the duration of asthmatic symptoms.

(16) Technical Approach: 120 subjects presenting to the E.R. or allergy
clinic with acute episode of asthma will be studied. Subjects will
receive either 125mg methylpredisolone or placebo within 30 minutes of
arriving for tx. They will be divided into 2 sps - these with IRS of
<24 hours duration and those with sxs for more than 24°. Spirometry and
admission rate will be analyzed.

(17) Progress: No current fellow assigned to protocol. Will assign a
new first year this fall.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 897105 (3) Status: Ongoing

(4) Title: Appropriate Blood Pressure Control in Diabetes Trial
Protocol (ABCD Trial)

(5) Start Date: 1991 (6) Est Compl Date: 1998

(7) Principal Investigator: (8) Facility: FAMC
Gerald S. Kidd, coL, MC

(9) Dept/Svc: MED/Endocrine (10) Associate Investigators:

(11) Key Words: ‘
nephropathy
diabetes

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: NOV b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 32
d. Total Number of Subjects Enrolled to Date: 42

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)é" To day e no serious adverse
events by FAMC patients thought to be secondary to study involvement.

((15) Study Objective: a)Define a level of blood pressure control in a
prospective, randomized, non-blinded fashion needed to prevent or delay
the progression of diabetic nephropathy and other microvascular
complications of diabetes; b) determine if there is a specific advantage
to either a CEI or a Ca++ channel blocker as a mode of treatment for
hypertension in regard to the onset or progression of diabetic
nephropathy.

(16) Technical Approach: See protocol.

(17) Progress: Approximately 42 Fitzsimons Army Medical Center
patients have been enrolled in the protocol without complications.
Apparently city-wide approximately 700 patients have agreed to
participate, and several hundred are actively involved.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 89/108 (3) Status: Ongoing

(4) Title: Efficacy of Pentoxifylline in Treating Diabetic

Impotence
(5) Start Date: 1989 (6) Est Compl Date: 1992
(7) Principal Investigator: (8) Facility: FAMC

John A. Merenich, MAJ, MC

(9) Dept/Svc: MED/Endocrine (10) Associate Investigators:

(11) Key Words: Nancy Pfander, MAJ, MC
diabetes William Georgitis, LTC, MC
impotence Gerald S. Kidd, COL, MC
pentoxifylline

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: JAN b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:__ 19
d. Total Number of Subjects Enrolled to Date: 21

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To determine if pentoxifylline is more effective
than placebo in improving sexual function in non-insulin dependent
diabetic men.

(16) Technical Approach: A single center, double-blind, placebo
controlled study to examine the efficacy of pentoxifylline in improving
sexual function in impotent NIDDM men. Diabetic men with impotence who
meet the protocol entrance criteria will be randomly assigned placebo or
pentoxifylline for 12 weeks. After completion of the treatment course
subjects will be reevaluated, and groups will be compared to determine
beneficial effects.

(17) Progress: Twenty-one subjects have completed the protocol.
Twenty-four more subjects contacted; counseled, but have not started
medication.

Publications and Presentations: None.




FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 89/109 (3) Status: Ongoing

(4) Title: The Effect of Percutaneous Endoscopic Gastrostomy
Tube Placement on Gastric Emptying

(5) sStart Date: Jan 89 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Stephen Freeman, LTC, MC

(9) Dept/Svc: MED/Int. Med. (10) Associate Investigators:
Jeffery Dunkelberg, MAJ, MC
(11) Key Words: ‘
gastric emptying Scott E. Hallgren, MAJ, MC
gastrostomy tube Peter Blue, LTC, MC
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
Refer to Unit Summary Sheet of this Report
(14) a. Date, Latest IRC Review: JAN b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 7
d. Total Number of Subjects Enrolled to Date: 7

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To define the effect of PEG placement on gastric

emptying. .

(16) Technical Approach: Baseline gastric emptying studies will define
subjects’ status prior to PEG placement. Repeast gastric emptying
studies at definite intervals post procedure will allow detection of any
changes in gastric emptying. This will impact possibly on defining a
standard approach to feeding these patients.

(17) Progress: The first five patients who met study criteria and were
completely evaluated were presented at the WBAMC GI symposium.

Publications and Presentations: None.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 89/111 (3) Status: Terminated

(4) Title: Multicenter Clinical Evaluation of Penicillin
Skin Testing Materials

(5) Start Date: 1989 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Richard Weber, COL, MC

(9) Dept/Svc: MED/Allergy Svc (10) Associate Investigators:

James Brown, COL, MC

(11) Key Words: Robert Ledoux, DAC
penicillin

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, lLatest IRC Review: MARCH_ b. Review Results:

c. Number o:i .ubjects Enrolled During Reporting Period: 21

d. Total Number of Subjects Enrolled to Date: 180

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To determine the optimal test reagent in
assessnent for anaphylactic grade sensitlvity to minor determinants of
penicillin.

(16) Technial Approach: Prick and intradermal skin testing.

(17) Progress: 180 patients have been studied to date. Findings:
Good positives for all minor determinant mixes used. Problems: No
studies to determine sensitivity or specificity. Study terminated FY
92.

Publications and Presentations: None




FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 89/115 (3) Status: Terminated

(4) Title: The Effect of Congestive Heart Failure (CHF) on the
Erythrocyte Sedimentation Rate (ESR)

(5) Start Date: Aug 89 (6) Est Compl Date:

(7) Principal Investigator: (8) PFacility: FAMC
Ben Mendoza, CPT, MC

(9) Dept/Svc: Cardiology Svc (10) Associate Investigators: I

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_ JULY b. Review Results: Ongoing_
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To establish the effect of acute uncomplicated
CHF on the ESR and attempt to analyze specific variables affecting the
ESR in the setting of CHF.

(16) Technical Approach: Fifty patients evaluated will be admitted for
routine elective cardiac catheterization while fifty patients evaluated
will be admitted for treatment of congestive heart failure. This study
will analyze certain blood chemistries that are not routinely drawn for
examination in patients with CHF or for routine cardiac catheterization.

(17) Progress: Control subjects have been entered into the study.
Patient’s with CHF have been difficult to obtain. Many were excluded
because of acute MI, some with CHF could not have appropariate labs
drawn. Protocol was administratively terminated FY 92.

Publications and Presentations: None.
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FAMC A.P.R. (RCS MED 300) Detail Summary.Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/100 (3) Status: Ongoing

(4) Title: Platelet Thromboxane and Aggregation and Whole Blood
Prostacyclin Synthesis in Human Thyroid Disease

(5) Start Date: 1990 (6) Est Compl Date: 1992

(7) Principal Investigator: (8) Facility: FaMC
Jan Perloff, MAJ, MC

(9) Dept/Svc: Endocrinology (10) Associate Investigators:
Gerald S. Kidd, coL, MC
(11) Key Words: John A. Merenich, MAJ, MC

Michael T. McDermott, LTC, MC
Chris White, MAJ, MS

Lynn Abrams, CPT, MC

Sharon Noble, DAC

(12) Accumulative MEDCASE:#* {13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 15

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To determine the roles of thromboxane and
prostacyclin in mediating the phenomenon associated with thyroid
dysfunction.

(16) Technical Approach: See protocol.

(17) Progress: As of this date pre- and post- data have been completed
on 15 patients. About 15 more patients are required to complete the
study. No complications. Laboratory methods are analysis are
progressing well. New investigators have been added to the study.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary.Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 907102 (3) Status: Ongoing

(4) Title: Effect of Prolonged Administration of Iodine Containing
Water Purification Tablets in Man

(5) Start Date: 1990 (6) Est Compl Date: 1992
(7) Principal Investigator: (8) Facility: FAMC

Michael T. McDermott, LTC, MC
(9) Dept/Svc: Endocrinology (10) Associate Investigators:

William J. Georgitis, LTC, MC

(11) Key Words: Homer LeMar, MAJ, MC

iodine

goiter

thyroid
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:* .

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: AUGUST_b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 8
d. Total Number of Subjects Enrolled to Date: 8
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) sStudy Objective: To determine if prolonged iodine administration
(3 mos) causes persistent hypothyroidism or if compensation occurs and
if goiters occur.

(16) Technical Approach: Iodine containing water purification tablets

(4 tabs/day, 8mg iodine/tab) will be given to 15 subjects for 3 months.
Baseline studies will include thyroid hormone and TSH levels, a TRI-.
test, a radioactive iodine uptake and thyroid ultrasound thereafter,
thyroid hormone levels, tSH and TRH test will be repeated at 7, 28 and

90 days. The radioactive iodine uptake will be separated at 7 and 90
days and the thyroid ultrasound will be repeated at 90 days.

(17) Progress: Six volunteers have completed the entire study and two
more will complete it in the 2nd week of Aug 1992. Complete data
analysis will not be done until all data is collected. However,
preliminary analysis shows that after one week of taking iodine
containing water purification tablets; T4 and T3 decreased, TSH
increased and the radioactive iodine uptake (RAIU) was suppressed in all
subjects. After 5 weeks these changes were more marked and the thyroid
size increased in all subjects. After 13 weeks the changes presisted
and thryoid sized was further increased.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary.Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/103 (3) Status: Ongoing

(4) Title: The Limulus Amoebocyte Lysate Assay for the Diagnosis
of Spontaneous Bacterial Peritonitis in Ascitic Fluid

(5) Start Date: 1990 (6) Est Compl Date: June 1991

(7) Principal Investigator: (8) Facility: FAMC
Kenneth E. Sherman, MAJ, MC

(9) Dept/Svc: Gastro. (10) Associate Investigators:
Stephen Freeman, LTC, MC

(11) Key Words:
limulus
SBP

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_NOV__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 6
d. Total Number of Subjects Enrolled to Date: 13
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e" None

(15) Study Objective: Determine efficacy of the limulus amoebocyte
lysate assay in the early diagnosis of Gram negative spontaneous
bacterial peritonitis.

(16) Technical Approach: The limulus assay is run on peritoneal fluid
obtained from patients with ascites, and then compared to standard cell
count/culture definitions of SBP.

(17) Progress: No cases of gram negative SBP have been seen since the
onset of this study at this hospital. The cases examined to date were
all negative by the limulus assay, as would be expected. However,
several cases resulted in a negative inhibition control, indicating
reaction inhibition does occur.

Publications and Presentations: None.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/105 (3) Status: Ongoing

(4) Title: Incidence and Prevalence of Hematuria in Patients on
Long-Term Anticoagulation

{(5) Start Date: 1990 (6) Est Compl Date: 1992

(7) Principal Investigator: (8) Facility: FAMC
James A. Hasbargen, LTC, MC

(9) Dept/Svc: Nephrology Svc (10) Associate Investigators:
Talley F. Culclasure, CPT

(11) Key Words:

hematuria
anticoagulation
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report
(14) a. Date, Latest IRC Review: DEC_b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 180

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e" .

(15) Study Objective: To assess incidence and prevelance of hematuria
in anticoagulated population.

(16) Technical Approach: UA performed montly on patients in coumadin
clinic.

(17) Progress: Approximately 240 Coumadin patients were followed for
one year, resulting in approximately 3000 patient-months. The Coumadin
group enrollment is now closed. Follow-up continues on the 100 control
subjects.

Publications and Presentations: Abstract presented at Army Regional ACP

meeting, San Francisco, Oct 91. Abstract published in J Am Society
Neph, vol 2, pg 305, 1991.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/108 (3) Status: Ongoing

(4) Title: Comparison of Impedance Plethymography, Venogram and
Doppler Ultrasound in Diagnosing Deep Venous Thrombosis

(5) Start Date: 1990 (6) Est Compl Date: 1992

(7) Principal Investigator: (8) Facility: FAMC
David Kristo, CPT, MC

(9) Dept/Svc: Int. Med. (10) Associate Investigators:
Marin Kollef, MAJ, MC

(11) Key Words: James Luethke, CPT, MC

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_JAN . Review Results:

c. Number of Subjects Enrolled During Reporting Period:

d. Total Number of Subjects Enrolled to Date: 15

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To compare IPG and doppler vs and with venogram
at this facility.

(16) Technical Approach: A blinded comparison fo the three studies.

(17) Progress: 15 patients enrolled to date. No further enrollment
planned at this time. Publication pending.

Publications: Abstract sent to American Thoracic Society October 1990.

Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/109 (3) Status: Ongoing

(4) Title: Altitude Effects on Oxygen Kinetics During Exercise
in Acclimatized Fit Troops

(5) Start Date: 1990 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Michael E. Perry, COL, MC

(9) Dept/Svc: Pulmonary Svc (10) Associate Investigators:
James Meyers, CPT, MC

(11) Key Words:
altitude

exercise

oxygen kinetics ‘
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: MARCH__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 29

d. Total Number of Subjects Enrolled to Date: 29

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To demonstrate effects of altitude on exercise
performance and oxygen kinetics in altitude-acclimatized troops.

(16) Technical Approach: Troops stationed at altitude for a least 1
year will undergo formal exercise testing both at altitude and at sea
level. } . ‘

(17) Progress: 29 subjects have completed studies at 5800 ft elevation
(Ft. Carson) and -300 ft elevation (Death Valley, CA). Data indicates
profound effects on ventilation parameters and also on oxygen kinetics.

Publications: Meyer JI, Perry ME, Browning RJ, Brunson R, Annan WM,
LaFraocios GT, Ferris CF: Effects of intermediate altitude on oxygen
kinetics in acclimatized fit subjects. Am Rev Resp Dis 143:A174
(suppl), 1991.

Perry ME, Browning, Jackson R, Meyer JI: The effects of intermediate
altitude of the Army physical fitness test. Military Medicine.

Presentations: Altitude effects on PT testing in acclimatized troops.
Presented: Carl Tempel Symposium, San Francisco, CA October 1991.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/110 (3) Status: Ongoing

(4) Title: Effects of Altered Calcium on Blood Pressure

(5) Start Date: 1990 (6) Est Compl Date: 1992

(7) Principal Investigator: (8) Facility: FAMC
James A. Hasbargen, LTC, MC

(9) Dept/Svc: Nephrology Svc (10) Associate Investigators:
Philip S. Travis, MAJ, MC

(11) Key Words:
renal failure
dialysis
hypercalciemia

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_FEB __b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 2
d. Total Number of Subjects Enrolled to Date: 2

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: Establish the effect of high calcium dialysate
with calcium supplementation vs low calcium dialysate without calcium
supplementation on blood pressure.

(16) Technical Approach: Randomized prospective crossover study
utilizing a low or high calcium dialysate bath in the correction of
hypertension in patients with renal failure.

(17) Progress: Patient enrollment continues. Insufficient data for
anlaysis at this time. No progress on research due to Desert Storm
commitments.

Publications and Presentations: None.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 3 Mar 92 (2) Protocol #: 90/112 (3) Status: Ongoing

(4) Title: Laboratory Screening to Detect Biochemical Evidence of
Hemochromatosis Among Patients with Non-Insulin Dependent
Diabetes Mellitus (NIDDM)

(5) Start Date: 1990 (6) Est Compl Date: 1992

(7) Principal Investigator: (8) Facility: FAMC
John A. Merenich, MAJ, MC

(9) Dept/Svc: Endocrine (10) Associate Investigators:
Michael T. McDermott, LTC, MC ‘
(11) Key Words: Donna Bunker, DAC

Vishnu V. Reddy, LTC, MC
Darci D. Ashley, DAC

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_ MARCH__b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 160

d. Total Number of Subjects Enrolled to Date: 560

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To provide a systemic means for all NIDDM
patients at FAMC to be screened and to make physicians aware of the need
for this intervention. ‘
(16) Technical Approach: See protocol.

(17) Progress: Study will be finished in approximately 6 months
(Summer ’92). Protocol progress delayed secondary to Principal
Investigator’s involvement in Desert Storm.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 3 Mar 92 (2) Protocol #: 90/113 (3) Status: Completed

(4) Title: Effect of Cold Remedies on Metabolic Control of Noninsulin
Dependent Diabetes Mellitus

(5) Start Date: 1990 (6) Est Compl Date: 12/91

(7) Principal Investigator: (8) Facility: FAMC
Homer Lemar, MAJ, MC

(9) Dept/Svc: Endocrine (10) Associate Investigators:
W.J. Georgitis, LTC, MC
(11) Key Words: Darci U. Ashley
diabetes mellitus
sucrose
alcohol
antitussive
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: MARCH__b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:__ 6
d. Total Number of Subjects Enrolled to Date: 20

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e" None

(15) Study Objective: Determine if sugar and alcohol free cough
formulas have clinically significantly fewer adverse metabolic effects
inpatients with diabetes mellitus compared to standard (sugar and
alcohol containing) cough formulas.

(16) Technical Approach: Prospective crossover study in which all
subjects will take both preparations in series and effects on blood
sugar and lipids will be compared. Two groups of patients will be
studied (well controlled and poorly controlled) in this manner.

(17) Progress: Twenty subjects have been enrolled and have completed
the study. This completes the study. Finalization of statistical
analysis and the manuscript are underway.

Publications: None. Presentations: 6/91 Uniformed Society of
Endocrinologists as a Poster at the Endocrine Society Meeting in
Washington, DC; 10/91 Endocrine Subsection of Present Concepts in
Internal Medicine Meeting in San Francisco, CA.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/114 (3) Status: Ongoing

(4) Title: Assessment of Patient Utilities for Health Outcomes:
Influence on Aspirin Prophylaxis to Prevent Myocardial

Infarction
(5) Start Date: 1990 (6) Est Compl Date:
(7) Principal Investigator: (8) Facility: FAMC

Michael J. Weaver, COL, MC

(9) Dept/Svc: Gen. Int. Med. (10) Assoclate Investigators:

William Reed, MAJ, MC '
(11) Key Words: (Letterman AMC)
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: MAY _ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 20

d. Total Number of Subjects Enrolled to Date: 72

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e" None

(15) Study Objective: To determine what patients’ utilities are for
various health outcome states: (1) MI; (2) mild CVA; (3) moderate - ‘
severe CVA. Determine whether patient utilities influence decision to
take ASA to prevent MI.

(16) Technical Approach: Decision analysis tree constructed using
probabilities from published trials of ASA as prophylaxis against MI.
Determine patient utilities by standard reference gamble interview.

(17) Progress: 70 subjects interviewed, data analysis and decision
analysis are currently ongoing.

Publications and Presentations: One presentation.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/115 (3) Status: Completed

(4) Title: Relationship of Blood Flow in Hemodialysis Access to
Recirculation with Variable Blood Pump Flow

(5) Start Date: 1990 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
James Hasbargen, LTC, MC

(9) Dept/Svc: Nephrology (10) Associate Investigators:
CPT Bergstrom

(11) Key Words:
recirculation
access
dialysis

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_ MAY __ b. Review Results:

Cc. Number of Subjects Enrolled During Reporting Period: 4
d. Total Number of Subjects Enrolled to Date: 16
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as "(14)e" None

(15) sStudy Objective: Relationship between blood pump flow rate and
recirculation.

(16) Technical Approach: Measure recirculation at variable blood pump
speeds.

(17) Progress: Twelve patients enrolled, no data yet.

Publications: Hasbargen J, Bergstrom, R: Effects of Variable Blood Pump
Speed (QB) on Recirculation. J. Am. Soc. Nephrology, 1:360, 1990.

Presentations: 23rd Annual Meeting of Am. Soc. Nephrology, Washington,
DC, 1990.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/116 (3) Status: Terminated

(4) Title: Smoking Cessation Enhancement by Estimated Lung Age and
Measured Expiratory Carbon Monoxide Levels

(5) Start Date: 1990 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FaMC
Vance Bray, CPT, MC

(9) Dept/Svc: Int. Med. (10) Associate Investigators: .

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_ MAY__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 42

d. Total Number of Subjects Enrolled to Date: 42

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: Evaluate the effect of patient education based
upon calculated lung age and measured carbon monoxide exhalation on ‘
smoking cessation.

(16) Technical Approach: Initial spirometry, carbon monoxide measure-
ment and questionnaires will be repeated at 6, 12 and 18 months in

groups participating in the current smoking cessation classes and

groups of smokers not participating in the classes to evaluate the
long-term success rate of patient education.

(17) Progress: Protocol progress has been impaired by temporary duty
associated with operation desert shield/storm. Principal investigator
has returned. No changes have been made in the protocol. The 6 month
assessment was missed due to deployment but will begin at the 12 month
interval in May, 1991.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/117 (3) Status: Ongoing

(4) Title: The Effect of Prolonged Thyroxine Suppression Therapy on
Thyroid Nodule Size, Cytology and Serum Thyroglobulin in
Patients with Solitary Palpable Thyroid Lesions

(5) sStart Date: 1990 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
John Merenich, MAJ, MC

(9) Dept/Svc: Endocrine (10) Associate Investigators:
Homer J. Lemar, MAJ, MC
(11) Key Words: Gerald S. Kidd, COL, MC

Michael McDermott, COL, MC
William Georgitis, COL, MC
Mark Larson, LTC, MC

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_APRIL_ b. Review Results:
¢. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to' Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To determine if suppressive doses of
levothyroxine (documented by an ‘ultrasensitive™ TSH assay) reduces the
size (by ultrasound) of newly discovered, biopsy "non-malignant® thyroid
nodules; if response to suppression therapy differs between patients
with truly uninodular lesions VS those in whom ultrasound examination
uncovers the presence of multiple nodules; if any FNA cytologic changes
occur after a course of suppression therapy and the utility of serum
thyroglobulin as a biochemical marker of changes in nodular size or

cytology.
(16) Technical Approach: See protocol.

(17) Progress: No data yet, placebo to arrive by 1 September 90 and
then the project can be started. FY 91, no progress.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/121 (3) Status: Completed

(4) Title: Temporal Course of Altitude Acclimatization

(5) Start Date: 1990 (6) Est Compl Date: 1992

(7) Principal Investigator: (8) Facility: FAMC
Michael Perry, COL, MC

(9) Dept/Svc: MED/Pul. Dis. Svc. (10) Associate Investigators:
William Annan, COL, 1IN

(11) Key Words: Harry Dolton, Jr., LTC, FA
altitude effects Gerald Kidd, COL, MC
acclimatization John O/’Connor, LTC, IN

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__ MAY_ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 20
d. Total Number of Subjects Enrolled to Date: 20

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To determine the time requirement for completion
of altitude-acclimatization.

(16) Technical Approach: Subjects’ anaerobic threshold will be
determined using a 2-mile run and a two-part bicycle ergometer test at
Ft. sill. Arterial blood sample will be obtained. Using the same
troops, the identical protocol will be carried out at Ft. Carson at 72
hrs, 1 mo, 6 mo, 9 mo, 12 mo, and 18 mo after arrival for duty with the
4th 1D.

(17) Progress: Approximately 20 subjects at Ft. Sill have undergone
testing according to protocol guidelines. The same subjects are now

undergoing testing at Ft. Carson. Next testing period is May 91 then
Nov 91. .

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/122 (3) Status: Ongoing

(4) Title: Evaluation of Viral Hepatitis in Patients Infected with
the Human Immunodeficiency Virus (HIV)

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FaMC
Kenneth Sherman, MAJ, MC

(9) Dept/Svc: MED/Gastro. (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:#*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__JUNE__b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To evaluate the prevalence of serologic markers
of viral hepatitis including hepatitis B, hepatitis C, and hepatitis D
in a military population and to determine the effect of AZT therapy on
the markers of HB infection.

(16) Technical Approach: Bank sera of 220 HIV subjects will be used.
Sera banked prior to AZT therapy will be studied using qualitative
hepatitis B DNA probe assay. Data will be correlated to helper:
suppressor status and serum markers of hepatic injury. Hepatitis C
assay by ELISA will be performed on serial serum samples and at 6
months to 1 yr intervals to determine the incidence of hepatitis C
in this population. Hepatitis D antibody testing will be performed
in all HBsAG positive samples as well as any that may be HBV DNA
positive but antigen negative on testing.

80




CONTINUATION SHEET, FY 92, ANNUAL PROGRESS REPORT Proto.# 90/122

(17) Progress: Subset of patients with stored serum idr.atified based
on presence of serial blood samples; all serum tested for hepatitis C
antibody by ELISA assay; positive samples confirmed with RIBA aszay.

A further subset of samples has been evaluated for hepatitis B genomic
markers using Polymerase chain reaction technique.

Work is continuing on characterization of hepatitis viruses in
stored HIV sample population. 50 samples have been tested for HCV viral
RNA and HBV viral DNA by Polymerase Chain Reaction. Efforts are now
underwvay to quantitate hepatitis C viral genome in HIV patients and
compare this to hepatitis C in patients not HIV infected. A
collaboration for comparing quantitative PCR methodologies with Chiron
Corp. (Emerybille, CA) is being developed.

Publications:

Sherman KE, Freeman S, Harrison S, Andron L: Prevalence of Antibody
to Hepatitis € Virus in Patients 1Infected with the Human
Immunodeficiency

Virus. J. Inf. Dis, 163:414-415, 1991.

Sherman KE, O’Brien J, Gutierrez A, Morse P, Freeman S, Andron L,

Harrison, S. Serologic and Genomic Markers of Viral Hepatitis in
Patients with HIV Infection. (Abstract) Gastroenterology, (in press).
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/123 (3) Status: Terminated

(4) Title: Urinary Indices in Acute Renal Failure

(S5) Start Date: 1990 (6) Egt Compl Date: 1993

(7) Principal Investigator: (8) Facility: FAMC
James Hasbargen, LTC, MC

(9) Dept/Svc: MED/Nephro. (10) Associate Investigators:

(11) Key Words:
renal failure
serum creatinine

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: JUNE__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e”

(15) Study Objective: To evaluate the use of several tests in
diagnosing acute renal failure.

(16) Technical Approach: Prospective survey of serum creatinine in
hospitalized patients for acute renal failure. Review of urinary
diagnostic indices to include U/P creatinine, osmolality, FENA and FECL,
FELI, NMR spectroscopy and transmission electron microscopy of urine as
well as chart review.

(17) Progress: Terminated due to lack of funding

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 9p/124 (3) Stacus: Completed

(4) Title: The Effectiveness of Octreotide (Sandostatin*) to Prevent
Pancreatitis Caused by Endoscopic Pancreato-Biliary
Procedures: A Double-Blind, Randomized Study

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Peter McNalley, LTC, MC

(9) Dept/Svc: MED/Gastroent. (10) Associate Investigators:
Stephen Freeman, COL, MC .
(11) Key Words: Scott Hallgren, MAJ, MC
pancreatitis Michael Fisher, CPT, MC
octreotide
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_JUNE___ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 40

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as "(14)e"

(15) Study Objective: To determine if administration of octreotide
will decrease the risk of pancreatitis associated with endoscopic.
pancreato-biliary procedures and facilitate ampullary cannulation by
decreasing S.0.and small bowel motility.

(16) Technical Approach: Patients undergoing endoscopic pancreato-
biliary procedures will be randomized to either a treatment or placebo
group, given 5-6 hours pre- and then immediately post procedure. After
each procedure the investigators will perform an abdominal exam and
interview directed toward the presence or absence of pain.
Cholangiopancreatography will be done by standard method.

(17) Progress: Currently undergoing interim data anlaysis. The study
is completed. . :

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/125 (3) Status: Completed

(4) Title: SWOG 8697 Phase III Combination Chemotherapy of
Predominantly Hormone Insensitive Metastatic Breast
Cancer: An Evaluation of CAF Versus Rotating Regimens of
CAF and TSAVBH Induction Therapy Followed by Observation
or Maintenance Therapy with CMF(P)TH or CMFH~--Intergroup

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) PFacility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_JAN__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) sStudy Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment method.

(17) Progress: Study is closed.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/126 (3) Status: Ongoing

(4) Title: SWOG 8710 Trial of Cystectomy Alone Versus Neoadjuvant
M-VAC + Cystectomy in Patients with Locally Advanced
Bladder Cancer, Phase III

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators: ‘

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__JAN__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 1
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To participate in SWOG. .
(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: One patient enrolled; doing well s/p radical
cystectomy.

Publications and Presentations:
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/127 (3) Status: Completed

(4) Title: SWOG 8737 A Phase 1II Study, AZQ 24 Hour Infusion Versus
BCNU for Adult High Grade Gliomas (Intergroup 0093)

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FaMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Worxds:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_JAN . Review Results:

c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Patient’s family refused chemotherapy: pt taken off
study; Disease progress, pt has died.

Publications and Presentations:
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/128 (3) Status: Completed

(4) Title: SWOG 8750 Pilot Study to Examine Cytogenic Abnormalities
in Patients with Acute Leukemia, Ancillary

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators: .

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: JAN__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG. .
(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Study is closed.

Publications and Presentations:
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FAMC A.P.R. (RCS MED 300) Detail Summary’Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/129 (3) Status: Ongoing

(4) Title: SWOG 8814 A Phase III Comparison of Adjuvant Chemoendocrine
Therapy with CAF and Concurrent or Delayed Tamoxifen to
Tamoxifen Alone in Postmenopausal Patients with Involved
Axillary Lymph Nodes and Positive Receptors

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:#*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_JAN __b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.
(17) Progress: Open to patient accural.

Publications and Presentations:
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/130 (3) sStatus: Ongoing

(4) Title: SWOG 8899 A Prospective, Randomized Trial of Low-Dose
Leucovorin + 5-FU, High-Dose Leucovorin + 5-FU, Levamisole
+5~-FU, or Low-Dose Leucovorin +5-FU + Levamisole Following
Curative Resection in Selected Patients with Dukes’
B or C Colon Cancer

(5) sStart Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators: ‘

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: _ JAN_ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 1

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG. ‘
(16) Technical Approach: To determine the most effective treatment.

(17) Progress: One patient enrolled; patient completed chemotherapy:
now in remission.

\
Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/131 (3) Status: Terminated

(4) Title: VA Cooperative Study No. 316: Efficacy of Passive
Immunization in the Prevention of Infection Due to

Klebsiella Penumoniae and Psudomonas Aeruainosa

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
William Byrne, LTC, MC

(9) Dept/Svc: MED/Inf.Dis.Svc (10) Associate Investigators:
Marion Kollef, MAJ, MC

(11) Key Words: Phillip Mallory, MAJ, MC

IVIG Thomas Cosgriff, COL, MC

Robert Gates, LTC, MC
Shannon Harrison, LTC, MC

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:#*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: JULY___b. Review Results:

c. Number of Subjects Enrolled During Reporting Period: 5

d. Total Number of Subjects Enrolled to Date: 5

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To determine if prophylactic administration of
hyperimmune IVIG will prevent the acquisition of infection with those
Klebsiella and P. aeruginosa serotypes included in the vaccine and that
it will delay the onset and/or decrease the severity of infection in
those patients who do become infected with these strains.

(16) Technical Approach: See protocol.

(17) Progress: Five patients enrolled, four survive, one expired due
to cancer. The protocol is terminated.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/132 (3) Status: Ongoing

(4) Title: Prevention and Treatment of Steroid Induced Osteoporosis

(5) Start Date: 1990 (6) Est Compl Date: 1994

(7) Principal Investigator: (8) Facility: FAMC
Michael McDermott, LTC, MC

(9) Dept/Svc: MED/Endocrine (10) Associate Investigators:
John Merenich, MAJ, MC .
(11) Key Words: William Georgitis, LTC, MC
osteoporosis James Singleton, MAJ, MC
steroids Sterling West, LTC, MC

James Brown, COL, MC

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: JULY_ __ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 15
d. Total Number of Subjects Enrolled to Date: 15

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: Prevention and treatment of steroid induced‘
osteoporosis.

(16) Technical Approach: Randomized controlled prospective single
blind evaluation of the efficacy of a coherence therapy regimen in the
prevention and treatment of steroid induced osteoporosis.

(17) Progress: Patients are being studied with more undergoing
enrollment. Four patients have withdrawn for personal reasons.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/133 (3) Status: Ongoing

(4) Title: The Effect of Terfenadine on Urination

(5) Start Date: (6) Est Compl Date:
(7) Principal Investigator: (8) Facility: FAMC
Madhukar Punja, MAJ, MC
(9) Dept/Svc: MED/Allergy Svc (10) Associate Investigators:
.Harry Spaulding, COL, MC
(11) Key Words: Brant Thrasher, CPT, MC
antihistamine Craig Donatucci, MAJ, MC
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_JULY b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To determine if Terfenadine alters the urinary
flow in normal, healthy men or in men with prostatic hypertrophy.

(16) Technical Approach: This was a randomized double blind, placebo-
controlled, cross-over design. Study subjects were randomized to
receive either 60mg Terfenadine or identical appearing placebo BID for
1 week each, with a washout period of 1 week between the two treatment
periods.

(17) Progress: Evaluation: Subjects were seen on days 0,7,14, and 21
and had the following evaluations: (a) Prick skin tests were done at
the allergy clinic. (b) Urine flow measurements were obtained at the
urology clinic with the Lifetech uroflometer 1-2 hrs before being seen
at the allergy clinic. Peak and average urine flow rates were recorded
at each visit.

RESULTS: Phase 1I: 8 normal, health volunteers <40 years age were
evaluated. There was no alteration in urinary flow after 1 week of
terfenadine. Phase II: 11 men with symptomatic, documented benign
prostatic hypertrophy were enrolled from the Urology clinic. There ages
ranged from 61-74 years. Mean skin test suppression was 85% after 1
week of Terfenadine and 4.14% after 1 week of placebo (P< 0.001). Mean
value of the average urine flow rates of all patients was 9.7 cc/sec at
baseline and 9.4 cc/sec after 1 week of Terfenadine (P+0.77). Mean
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value of the peak urine flow rates of the patients was 17.8 cc/sec at
baseline and 18 cc/sec after 1 week of Terfenadine (P=0.55). None of
the subjects complained of any urinary problems during the entire study
period.

CONCLUSION: Recommend doses of terfenadine do not alter urinary flow in
men with benign prostatic hypertrophy. We plan to use the same model in
future, to evaluate other traditional antihistamines like
chlorpheniramine maleate or diphenhydramine hydrochloride which have
more potent anticholinergic properties.

Publications and Presentations: American Academy of Allergy &

Immunology, San Francisco, Ca, Presented March 1991. Aspen Allergy
Meeting, July 1991, Presented.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/134 (3) Status: Ongoing

(4) Title: Fibrinolytic and Thrombotic Activity in Unstable Coronary

Disease
(5) Start Date: 1990 (6) Est Compl Date:
(7) Principal Investigator: (8) facility: FAMC

Mark Dorogy, CPT, MC

(9) Dept/Svc: MED/Cardiology (10) Associate Investigators:
Christopher Kozlowski,CPT,MC
(11) Key Words: Thomas Cosgriff, COL, MC
fibrinopeptide anlaysis bohdan Kudryk, Ph.D.

coronary disease

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: JULY___ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 28
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To determine the relative contributions of
thrombosis and fibrinolysis in the development of acute myocardial
infarction and unstable angina.

(16) Technical Approach: Specific markers of thrombosis and
fibrinolysis will be studied. These markers are the fibrinopeptide A,
and two other fibrinopeptides known as B-beta-1-42 and B-beta-15-42.

(17) Progress: Twenty eight patients enrolled. Collection technique
being refined after analysis of first 18 patients.

Publications and Presentations: Being presented at the Army ACP meeting
October 1991.




FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/135 (3) Status: Terminated

(4) Title: Comparison of Liver Biopsy Versus Noninvasive Testing Using
Hepatic Ultrasound, Radionuclide Scanning, Erythrocyte
Folate Levels and Methotrexate Levels for the Determination
of Methotrexate-Induced Hepatotoxicity

(5) Start Date: 1990 (6) Est Compl Date: 1997

(7) Principal Investigator: (8) Facility: FAMC
Stephen Freeman, COL, MC

(9) Dept/Svc: MED/Gastro (10) Associate Investigators: .
Jeffrey Dunkelberg, MAJ, MC
(11) Key Words:
methotrexate
hepatotoxicity
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_ JULY_ __ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 15

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e" .

(15) Study Objective: To correlate the findings at the time of liver
biopsy with blood tests as well as images of the liver obtained by
ultrasound and nuclear imaging of the effect of methotrexate on the
liver.

(16) Technical Approach: See protocol.

(17) Progress: Principal Investigator is retiring and no new PI is
being assigned. Study should be terminated.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/136 (3) Status: Completed

(4) Title: SWOG 8921 A Phase II Trial of Cyclophosphamide/IL-2,
DTIC/IL-2 and DTIC/Cisplatin/Tamoxifen in Stage IV

Melanona
(5) Start Date: (6) Est Compl Date:
(7) Principal Investigator: (8) Facility: FaMC

Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: JAN___ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Study is closed.

Publications and Presentations:
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/137 (3) Status: Completed

(4) Title: SWOG 8312 Megestrol Acetate and Aminoglutethimide/
Hydrocortisone in Sequence or in Combination as
Second-Line Endocrine Therapy of Estrogen Receptor
Positive Metastatic Breast Cancer, Phase I1II

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators: .
(11) Key Words:

(12) Accumulative MEDCASE:+#* (13), Est. Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_JAN__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG. .

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Closed.

Publications and Presentations:
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/138 (3) Status: Ongoing

(4) Title: SWOG 8520 Cis-Diamminedichloroplatinum (II), Methotrexate
and Bleomycin in the Treatment of Advanced Epidermoid
Carcinoma of the Penis, Phase II

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:»
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_JAN b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 1
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To participate in SWOG.
(16) Technical Approach: To determine the most effective cancer

treatment.

(17) Progress: One patient had been in complete remission for a year,
now relapsed.

Publications and Presentations:
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/139 (3) Status: Completed

(4) Title: SWOG 8621 Chemo-Hormonal Therapy of Postmenopausal
Receptor-Positive Breast Cancer, Phase III

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators: ‘

(11) Key Words:

(12) Accumulative MEDCASE:* (13). Est. Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__ JAN__b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To participate in SWOG. ‘

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Study is closed.

Publications and Presentations:
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/140 (3) Status: Ongoing

(4) Title: SWOG 8692 Therapy in Premenopausal Women with Advanced
ER Positive or PgR Positive Breast Cancer: Surgical
Oophorectomy ve the LH-RH Analog, Zoladex. Phase III

Intergroup
(5) Start Date: (6) Est Compl Date:
(7) Principal Investigator: (8) Facility: FAMC

Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13). Est- Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_JAN__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG.
(16) Technical Approach: To determine the most effective cancer

treatment.

(17) Progress: Open to patient accrual, no patients enrolled at FAMC.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/141 (3) Status: ongoing

(4) Title: SWOG 8711 A Study of Reproductive Function in Patients
with Testicular Cancer

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FaMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_JAN__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) sStudy Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Open to patient accrual.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/142 (3) Status: ongoing

(4) Title: SWOG 8736 Treatment of Localized Non-Hodgkin’s Lymphoma:
Comparison of Chemotherapy (CHOP) to Chemotherapy Plus
Radiation Therapy

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__JAN___b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Open for patient accrual.

Publications and Presentations: None

102




FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/143 (3) Status: ongoing

(4) Title: SWOG 8793 Randomized Phase III Evaluation of Hormonal
Therapy Vs Observation in Patients with Stage D1
Adenocarcinoma of the Prostate Fo_ »wing Pelvic
Lymphadenectony and Radical Prostatectomy

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators: .

(11) Key Words:

(12) Accumulative MEDCASE:#* (13). Est- Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_JAN___b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To participate in SWOG. .
(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Open for patient enrollment.

Publications and Presentations:
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/144 (3) Status: Ongoing

(4) Title: SWOG 8794 Treatment of Pathologic Stage C Carcinoma of
the Prostate with Adjuvant Radiotherapy

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__JAN__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 1

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as " (14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Patient continues to do well one year after surgery.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/146 (3) Status: Ongoing

(4) Title: SWOG 8809 A Phase III Study of Alpha Interferon Con-
solidation Following Intensive Chemotherapy with
ProMACE-MOPP (Day 1-8) in Patients with Low Grade
Malignant Lymphomas

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FaAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators: ‘
(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__JAN__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG. .

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Open to patient accrual, no patients enrolled at FAMC.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary-.-Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/147

(3) Status: Ongoing

(4) Title: SWOG 8819 Central Lymphoma Repository Tissue Procurement

Protocol
(S5) Start Date: (6) Est Compl Date:
(7) Principal Investigator: (8) Facility: FAMC

Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__ JAN . Review Results:
c. Number of Subjects Enrolled During Reporting Period:

d. Total Number of Subjects Enrolled to Date:

e. Note any adverse drug reactions reported to the FDA or sponsor for

studies conducted under an FDA-awarded IND.
separate sheet, and designated as "(14)e"

May be continued on a

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the
treatment.

(17) Progress: Open for patient accrual.

Publications and Presentations: None

most effective cancer




FAMC A.P.R. (RCS MED 300) Detail Summary.Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/148 (3) Status: Completed

(4) Title: SWOG 8836 A Study of Chest Irradiation Plus Concurrent
Daily Low-Dose Cisplatin Followed by HIgh Dose Con-
solidation for Locally Advanced Non-Small Cell Lung Cancer

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators: ‘

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__JAN___b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG. ‘

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Two pts. Off treatment and in remission. One pt.
relapsed after consolidation tx. and is receiving hospice care. On pt.
died after induction tx.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary.Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/150 (3) Status: Ongoing

(4) Title: SWOG 8905 Phase II/III Study of Fluorouracil (5-FU) and
Its Modulation in Advanced Colorectal Cancer

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_JAN__ b. Review Results:
C. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Open for patient accrual.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary.Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/151 (3) Status: Ongoing

(4) Title: Extrinsic Positive End-Expiratory Pressure (PEEP) Effects
on Functional Residual Capacity in Normal Subjects and in
Ventilated Patients Experiencing Air Trapping (AUTO-PEEP)

(5) Start Date: 1990 (6) Est Compl Date: 1992
(7) Principal Investigator: (8) Facility: FAMC
Ronald Jackson, Ph.D., DAC
(9) Dept/Svc: MED/Pul.Dis.Svc. (10) Associate Investigators:
Marin Kolef, MAJ, MC
(11) Key Words: Phillip Mallory, MAJ, MC
lung volume Robert Browning, BS, DAC

Douglas Dothager, CPT, MC

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_AUGUST_b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To determine 1lung volume changes when air-
pressure is added through a ventilator in patients with lung disease on
ventilators.

(16) Technical Approach: Ventilated subjects will be placed in an "iron
lung" which will be used to measure lung volumes and changes in lung
volumes. Computer hookup to subject will allow measurement of lung
volume changes. Air pressure will be added to the ventilator a little at
a time and any change in lung volumes will be measured. Blood pressure
and heart rate will also be monitored.

(17) Progress: An attempt was made to study normals with the use of a
spirometer after modifications to the lung were made. However, inertia
and resistance of the spirometer prevented accurate measurements and an
excessive delay resulted while waiting or the remaining equipment. While
awaiting delivery of this additional material, a computer program was
written to sample pn.umotachometer data with the laboratory computer,
which will allow the first phase to proceed. Currently, the new hardware
is being wired together for the program modification to run on a
microcomputer to allow use in the ICU where the second phase of the
protocol will take place. Excessive delays in equipment deliveries have
slowed progress on this protocol.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary.Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/152 (3) Status: Ongoing

(4) Title: Residual Renal Function in Dialysis Patients

(5) Start Date: 1990 (6) Est Compl Date: 1991

(7) Principal Investigator: (8) Facility: FAMC
James Hasbargen, LTC, MC

(9) Dept/Svc: MED/Nephrology (10) Associate Investigators:
Barbara Hasbargen, RN, BSN
(11) Key Words: E. Fortenbery, MAJ, MC
dialysis

renal function

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: AUGUST b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 2
d. Total Number of Subjects Enrolled to Date: 5
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: The principal objective of the study is to
elucidate the relationship between modality of dialysis and residual
renal function.

(16) Technical Approach: Fifteen patients who are on hemodialysis and
15 patients who are on CAPD and approximately 6 patients that will
change from one modality to the other will be studied using blood
samples and renal scans.

(17) Progress: Patients are currently being enrolled on this study
which was approved in August 1990.

Publications and Presentations: None

110




FAMC A.P.R. (RCS MED 300) Detail Summary.Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/153 (3) Status: Ongoing

(4) Title: Relationship of Calcium and Glucose Metabolism on Blood

Pressure
(5) Start Date: 1990 (6) Est Compl Date: 1991
(7) Principal Investigator: (8) Facility: FAMC

James Hasbargen, LTC, MC

(9) Dept/Svc: MED/Nephrology (10) Associate Investigators:
John Merenich, MAJ, MC

(11) Key Words:
hypertension
calcium
glucose

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_ AUGUST_b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 3

d. Total Number of Subjects Enrolled to Date: 3

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To allow for a more rational approach to
antihypertensive therapy. '
(16) Technical Approach: Evaluate the subgroups of essential
hypertensives with respect to calcium/PTH axis, vs glucose/insulin axis,

vs Na/renin axis. Specifically to evaluate the relationships of Ca/PTH
and the potential role of diminished insulin release and hyperglycemia

in essential hypertensives.

(17) Progress: Patients are currently being enrolled in this study
which was approved in August 1990. There have been problems with
determination of intracellular ca# and patient enrollmeit.

Publications and Presentations: None




FAMC A.P.R. (RCS MED 300) Detail Summary -Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/154 (3) Status: Ongoing

(4) Title: SWOG 8326 Evaluation of Combination Chemotherapy Using
High Dose Ara~C inAdult Acute Leukemia and Chronic
Granulocytic Leukemia in Blastic Crisis, Phase III

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:#* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: JAN__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"™

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Open for patient accrual.

Publications and Presentations: None




FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/155 (3) Status: Ongoing

(4) Title: SWOG 8810 Six Courses of 5-Gluorouracil and Cis-Platinum
with Correlation of Clinical and Cellular DNA Parameters
in Patients with Advanced, Untreated and Unresectable
Squamous Cell Carcinoma of the Head and Neck, Phase II
Pilot Study

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc:MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_JAN__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for

studies conducted under an FDA-awarded IND. May be continued on a .

separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Open for patient accrual.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/156 (3) Status: Ongoing

(4) Title: SWOG 8812 Treatment of Limited Small Cell Lung Cancer with
Concurrent Chemotherapy, Radiotherapy, with or without
GM-CSF and Subsequent Randomization to Maintenance
Interferon or No Maintenance

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:+
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__JAN___ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 2

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as " (14)e"

(15) Study Objective: To particpate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: One patient randomized to GM-CSF developed severe
orthostatic hypotension and thrombocytopenia. GM-CSF stopped.
Both patients in remission and doing well.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/157 (3) Status: Ongoing

(4) Title: SWOG 8828 A Phase II Trial of Carboplatin (CBDCA) in
Relapsed or Refractory Acute Myeloid Leukemia

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators: ‘

(11) Key Words:

(12) Accunmulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_JAN___ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG. ‘

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Open for patient accrual.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/158 (3) Status: Ongoing

(4) Title: SWOG 8851 A Phase 1II Comparison of Combination Chemo-
therapy (CAF) and Chemohormonal Therapy (CAF + Zoladex
or CAF + 2oladex and Tamoxifen) in Premenopausal Women
with Axillary Node-Positive, Receptor-Positive Breast

Cancer
(5) Start Date: (6) Est Compl Date:
(7) Principal Investigator: (8) Facility: FAMC

Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:+* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_ JAN__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Open for patient accrual.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/159 (3) Status: Ongoing

(4) Title: SWOG 8892 A Study of Radiotherapy with or without
Concurrent Cisplatin in Patients with Nasopharyngeal
Cancer, Phase IIl

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators: ‘

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:#*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_ JAN b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as " (14)e"

(15) Study Objective: To participate in SWOG. ‘
(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Open to patient accrual.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/160 (3) Status: Ongoing

(4) Title: SWOG 8897 Phase III Comparison of Adjuvant Chemotherapy
with or without Endocrine Therapy in High-Risk, Node
Negative Breast Cancer Patients and a Natural History
Follow-up Study in Low-Risk, Node Negative Patients

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: __ JAN_ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Open for patient accrual.

Publications and Presentations: None




FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/161 (3) Status: Ongoing

(4) Title: SWOG 8910 Evaluation of Low Dose Continuous 5-~Fluorouracil
(5-FU) and Weekly Cisplatinum (CDDP) in Advanced Adeno-
carcinoma of the Stomach, Phase II Pilot

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FaMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators: ‘

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: JAN _b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To participate in SWOG. '

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Open for patient accrual.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/162 (3) Status: Ongoing

(4) Title: SWOG 8915 A Phase II Study of 6-Thioguanine Administered
as 120 Hour Continuous Infusion for Refractory or Recurrent
Small Cell Carcinoma

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__JAN___b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as " (14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatnment.

(17) Progress: Open to patient accrual.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/163 (3) Status: Completed

(4) Title: SWOG 8916 Evaluation of Merbarone in Pancreatic
Adenocarcinoma, Phase II

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators: .

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
#*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__JAN___ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG. '

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Study is closed.

Publications and Presentations: None

121




FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/164 (3) Status: Ongoing

(4) Title: SWOG 8952 Treatment of Advanced Hodgkin’s Disease - A
Randomized Phase III Study Comparing ABVD vs MOPP/ABV

Hybrid
(5) Start Date: (6) Est Compl Date:
(7) Principal Investigator: (8) Facility: FAMC

Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:»*
#Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_JAN__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Open for patient accrual.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/165 (3) Status: Ongoing

(4) Title: SWOG 8997 A Phase III Chemotherapy of Disseminated Advanced
Stage Testicular Cancer withCisplatin Plus Etoposide with
Either Bleomycin or Ifosfamide

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words: .

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: _JAN__ b. Review Results:
C. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG. .

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Open for patient accrual.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/166A (3) Status: Completed

(4) Title: Evaluation of Allergenic Cross-Reactivity Amongst
Cockroach Species

(5) Start Date: 1990 (6) Est Compl Date: 1991

(7) Principal Investigator: (8) facility: FAMC
David Goodman, LTC, MC

(9) Dept/Svc: MED/Allergy (10) Associate Investigators:
T. Ray Vaughan, MAJ, MC
Anthony Henry, LTC, MC
(11) Key Words: Robert Ledoux, BS, DAC
cross-reactivity Richard W. Weber, COL, MC
Duane J. Harris, LCDR, MC, USN

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__ SEP_ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period-
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To determine the incidence of clinical
hypersensitivity to cockroach, common insects, and mites in an atopic
disease population; to determine if there is significant cross-
reactivity among the five common cockroach pests in North America; to
determine cross-reactivity among cockroach, other common indoor insect
pests and mite antigens.

(16) Technical Approach: Animal models will be used to develop antisera
specific for cockroach and other insect species under investigation in
this protocol. Prior to skin testing blood will be drawn for
immunochemical analysis. Subjects will then be skin tested.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/168A (3) Status: Terminated

(4) Title: A Histologic and Immunopathologic Study of the Skin and
Internal Organs of MRL+/+Mice

(5) Start Date: (6) Est Compl Date: 1991
(7) Principal Investigator: (8) Facility: FAMC
Kathleen David-Bajar, MAJ, MC VA Hospital , Denver
(9) Dept/Svc: MED/Dermatology (10) Associate Investigators:
Cheryl Teuton, CPT
(11) Key Words: Lele Lee, MD
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report
(14) a. Date, Latest IRC Review:__ SEP___b. Review Results: .
c. Number of Subjects Enrolled During Reporting Period: 14
d. Total Number of Subjects Enrolled to Date: 14

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: We predict that the MRL-+/+ mice will have
pathologic findings similar to those reported in MRL/1pr mice, but will
develop these findings in a more delayed manner. Further, we predict
that the 1pr gene is not a prerequisite for autoimmune disease in the
MRL mouse.

(16) Technical Approach: This autopsy study will involve 10 animals in
each age group studied, 4,16,32,40,48 and 60 weeks or approximately 60-
100 animals. Blood will be obtained, and various internal organs
removed for pathologic studies. We will compare out findings with those .
reported for MRL/1pr mice and with findings reported in humans with
lupus.

(17) Progress: The MRL+/+ mice tissues were obtained from the
laboratory of Dr. Tom Santoro at the VA Hospital in Denver. Since last
annual review, we have learned that the mice were infected with multiple
pathogens. Because of this, we do not believe the data is useful and
terminted the project.

Publications and Presentations: David KM, Davis DA, Santoro JT, lLee LA:
Antibody deposition is not critical for the development of skin disease
in the MRL -+/+ mouse. J Invest Dermatol 96:533, 1991.

David KM, Davis DA, Santoro TJ, lLee LA: Antibody deposition is not
critical for the development of skin disease in the MRL-+/_ mouse.
Presented: Annual meeting of the Society for Investigative Dermatology,
Seattle, WA, 1991.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/169 (3) Status: Terminated

(4) Title: The Effect of Steroid Therapy on Recovery After

Tonsillectomy
(5) Start Date: (6) Est Compl Date:
(7) Principal Investigator: (8) Facility: FaMC

Glen Yoshida, MAJ, MC

(9) Dept/Svc: SURG/Otolaryn. (10) Associate Investigators:
(11) Key Words:

steroids

tonsillectomy

anti-inflammatory
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_SEP___b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To demonstrate the effectiveness of steroids to
reduce the incidence and severity of postoperative symptoms and
complications in patients undergoing tonsillectomy.

(16) Technical Approach: Twenty adult subjects will be randomized to
receive either steroid or placebo intravenously at the time of surgery.
A total of three doses will be given every 6 hrs. Patients will be
asked to answer questions pertaining to their postoperative course at 24
hrs, 2 weeks and 2 months.

(17) Progress: Study published showing the beneficial effects of post-
op antibiotics in decreasing pain and complications after tonsillectomy.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/171 (3) Status: Completed

(4) Title: SWOG 8789 A Randomized Study of Etoposide plus Cisplatin
and Etoposide Plus Carboplatin (CBDCA) in the Management
of Good Risk Patients with Advanced Germ Cell Tumors

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators: .

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
#Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: . b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-~awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in the SWOG group protocols. ‘

(16) Technical Approach: To determine the most effective approach for
cancer patients.

(17) Progress: Study is closed.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/172 (3) Status: Ongoing

(4) Title: SWOG 8792 A Phase III Study of Alfa-nl (Wellferon) as
Adjuvant Treatment for Resectable Renal Cell Carcinoma

(5) sStart Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: __ JAN__b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatnment.

(17) Progress: Open for patient accrual.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/173 (3) Status: Ongoing

(4) Title: SWOG 8842 Dihydroxyazacytidine in Malignant
Mesothelioma, Phase II

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FaMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators: .

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: JAN__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 1

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as "(14)e"

(15) sStudy Objective: To participate in SWOG. ‘
(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Patient progressed on tréatment. Patient has died. Open
for patient accrual.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/174 (3) Status: Completed

(4) Title: SWOG 8900 A Phase II Pilot of VAD and VAD/Verapamil for
Refractory Multiple Myeloma

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_JAN b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer

treatnment.

(17) Progress: Study is closed.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/175 (3) Status: Ongoing

(4) Title: SWOG 8931 Phase III Comparison of Cyclophoasphamide,
Doxorubicin and 5-Fluorouracil (CAF) and a 16-Week
Multi-drug Regimen as Adjuvant Therapy for Patients
with Hormone Receptor Negative, Node-Postiive Breaset Cancer

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FaMc
Thomas Cosgriff, COL, MC

(9) Dept/Svc:MED/Hema/Oncol (10) Associate Investigators: .

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_JAN . Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 1

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG. .
(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: One patient enrolled, on chemotherapy, doing well.

Open for patient accrual.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/176 (3) Status: Ongoing

(4) Title: SWOG 8994 Evaluation of Quality of Life in Patients with
Stage C Adenocarcinoma of the Prostate Enrolled on

SWOG 8794
(5) Start Date: (6) Est Compl Date:
(7) Principal Investigator: (8) Facility: FaMC

Thomas Cosgriff, COL, MC

(9) Dept/Svc: MED/Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__JAN___ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Open for patient accrual.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/177 (3) Status: Ongoing

(4) Title: National Co-operative rHu Erythropoietin Study in Patients
with Chronic Renal Failure: A Phase IV Multi-center Study

(5) Start Date: 1990 (6) Est Compl Date: 1992

(7) Principal Investigator: (8) Facility: FaMC
James Hasbargen, LTC, MC

(9) Dept/Svc: MED/Nephrology (10) Associate Investigators:

(11) Key Words: .

renal failure

erythropoietin
(12) Accumulative MEDCASE:#* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report
(14) a. Date, Latest IRC Review:__ SEP . Review Results:
c. Number of Subjects Enrolled During Reporting Period: 1
d. Total Number of Subjects Enrolled to Date: 10

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e” '

(15) Study Objective: Expand the safety profile of erythropoietin in
anemic patients with chronic failure. To understand the medical and
social impact of erythropoietin therapy on the United States chronic
renal failure population, including patients currently receiving
erythropoietin and patients receiving therapy for the first time.

(16) Technical Approach: Active study of patients currently receiving
or starting on erythropoietin.

(17) Progress: Data not yet analyzed.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 90/179 (3) Status: Terminated

(4) Title: A Randomized Prospective Study of Pyrimethamine
Therapy for Prevention of Toxoplasmic
Encephalitis in HIV-Infected Individuals with Serologic

Evidence of Latent Toxoplasme gohdii Infection
(CPCRA 001).

(5) Start Date: 1991 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Robert Gates, LTC, MC

(9) Dept/Svc: MED/Inf.Dis.Svc. (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_ JUNE_, b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 2
d. Total Number of Subjects Enrolled to Date: 2

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e”

(15) Study Objective: To evaluate clindamycin and pyrimethamine as
prophylactic agents against toxoplasmic encephalitis in individuals who
are coinfected with HIV and latent t. gondii.

(16) Technical Approach: Multicenter, prospective, 2-arm, placebo-
controlled pyrimethamine, placebo for pyrimethamine) randomizedqd,
modified double~-blind study.

(17) Progress: Pyrimethamine was not effective and might even increase
the death rate. It was obvious that there were fewer cases of
toxoplasmic encephalitis than expected so this study would not achieve
significance.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCK 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/100 (3) Status: Ongoing

(4) Title: SWOG 8515 - Evaluation of Menogaril (NSC-269148) in
Non-Hodgkin’s Lymphoma, Phase II.

(5) Start Date: (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: Hema/Oncol (10) Associate Investigators: ’

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__OCT__b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e" .

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: No patients enrolled at FAMC.

Publications and Presentations:
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/101 (3) Status: Completed

(4) Title: SWOG 8721 - A Phase II Trial of Trimetrexate in the
Treatment of Esophageal Cancer.

(5) Start Date: 1991 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__OCT___b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Study is closed.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/102 (3) Status: Ongoing

(4) Title: SWOG 8894 - A Comparison of Bilateral Orchiectomy with
or without Flutamide for the Treatment of Patients with
Histologically Confirmed State D, Prostate Cancer

(5) Start Date: 1991 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: Hema/Oncol (10) Associate Investigators: ‘

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__ OCT___ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To participate in SWOG. ‘

(1e6) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: No patients enrolled at FAMC.
Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/103 (3) Status: Ongoing

(4) Title: SWOG 8906 -~ Evaluation of Merbarone in Hepatoma,

Phase II
(5) Start Date: 1991 (6) Est Compl Date:
(7) Principal Investigator: (8) Facility: FAMC

Thomas Cosgriff, COL, MC

(9) Dept/Svc: Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:® (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_OCT b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as %" (14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: No patient enrolled at FAMC.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/104 (3) Status: Ongoing

(4) Title: SWOG 8925 - Evaluation of Cisplatin + VP-16 Followed by
Mitotane at Progression if No Prior Mitotane OR Cisplatin
+ VP-16 Only if Prior Treatment with Mitotane in Advanced
and Metastatic Adrenal Cortical Carcinoma

(5) Start Date: 1991 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FaMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: Hema/Oncol (10) Associate Investigators: .

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG. .

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: No patients enrolled at FAMC.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary .Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/106 (3) Status: Ongoing

(4) Title: A Randomized, Controlled Trial of Interferon Alpha and
Thymosin Alpha-1 in Patients with Hepatitis C Antibody
Positive Chronic Active Hepatitis

(5) Start Date: 1991 (6) Est Compl Date: 1994
(7) Principal Investigator: (8) Facility: FAMC
Kenneth Sherman, MAJ, MC
(9) Dept/Svc: Gastroenterology (10) Associate Investigators:
Stephen Freeman, COL, MC
(11) Key Words: Zachary Goodman, MD, PhD
hepatitis Kamal Ishak, MD, PhD

interferon alpha
thymosin alpha-l
IND

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__ NOV__b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 3
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: Demonstrate efficacy of recombinant interferon
alpha 2b among military personnel and those eligible for care under the
auspices of DOD for treatment of chronic hepatitis C. Attempt to augment
the response to interferon using Thymosin alpha-1 as in a
immunomodulator.

(16) Technical Approach: Randomized, three-arm study: 1) treatment with
interferon alpha + placebo; 2) interferon alpha + thymosin alpha-1; and
3) placebo (controls). Six-month study cycles with 40 adult chronic
hepatitis C patients per arm.

(17) Progress: The start of this investigation new drug protocol was
delayed 10 months after IRC approval by HSC approval (Feb 91) and FDA
approval (Aug (1). The first patient was enrolled in Aug 91. To date
three patients have been enrolled and four more should start within the
next several weeks. Recruitment efforts have been made in DOD Region
III Medical Treatment facilities and future contact with other potential
referral sites is planned.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary.Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/107 (3) Status: Ongoing

(4) Title: Does Omeprazole (Losec*) Improve Respiratory Function in
Asthma Patients with Gastroesophageal Reflux? A Double-
Blind, Crossover Study

(5) Start Date: 1991 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Peter McNally, LTC, MC

(9) Dept/Svc: Gastroenterology (10) Associate Investigators:
Harry Spaulding, COL, MC
(11) Key Words: Madhukar Punja, MAJ, MC
GI reflux Michael Perry, COL, MC
omeprazole Nancy Stocker, Phar. D. .
asthma Michael Fisher, MAJ, MC

Stephen Freeman, COL, MC

(12) Accumulative MEDCASE:# (13) Est Accum OMA Cost:*®
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__ Nov__b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 20

d. Total Number of Subjects Enrolled to Date:_20 (10 randomized)

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: The purpose of this study is to determine
whether asthmatic patients with GER will experience improved respiratory
function when GER is treated with omeprazole. .

(16) Technical Approach: Patients will be randomized to drug or
placebo and evaluated by a number of tests to include gastrointestinal
investigation to evaluate for GER, intermittent pulmonary function
testing, blood tests, esophageal manometry, Bernstein test, 24=hr.
esophageal pH monitoring and EGD.

(17) Progress: Adequate. Ten patients randomized of the 20 enrolled.
Two had moderate asthma exacerbations (not hospitalized). One patient
died in the placebo group, but this did not appear related to therapy.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary.Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/108 (3) Status: Terminated

(4) Title: A Comparison of the Efficacy of Superpotent Topical
Steroids Versus Intralesional Steroids in the Treatment
of Discoid Lupus Erythematosus

(5) Start Date: 1991 (6) Est Compl Date: 1993

(7) Principal Investigator: (8) Facility: FAMC
Scott Bennion, LTC, MC

(9) Dept/Svc: Dermatolegy (10) Associate Investigators:
Kathleen David, MAJ, MC
(11) Key Words: James Fitzpatrick, LTC, MC
discoid lupus erythematosus Pamela Homas, CPT, MC
superpotent topical steroids Brenda Kodama, CPT, MC
intralesional steroids Charlotte Kutsch, MD
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: NOV___ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as " (14)e"

(15) Study Objective: The objective of the study is to compare the
efficacy of ultra-potent topical steroids versus intradermal injection
of steroids in the treatment of DLE lesions.

(16) Technical Approach: Evaluators will be blinded. Patients will be
randomized to either entire body group (which will be randomized to
either topical or intradermal treatment) or half- and half- treatment
group (which will be randomized to right-side or 1left-side body
treatment injections).

(17) Progress: No progress. Although the protocol was approved by the
FAMC IRC in Nov 90, the drug sponsor, GLAXO, is withholding the drug
until approved by the FDA. Administratively terminated FY 92.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary.Sheet (HSCR 40-23 as amended)

(1) Date: 230 Sep 92 (2) Protocol #: 91/109 (3) Status: Ongoing

(4) Title: SWOG 9037 - Prediction of Recurrence and Survival in Node-
Negative Breast Cancer Patients Using a Panel of Prog-
nostic Factors. A companion protocol to 8897

(5) Start Date: 1991 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: Hema/Oncol (10) Associate Investigators: ‘

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG. .

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: No patients enrolled at FAMC.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary -‘Sheeét (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/110 (3) Status: Ongoing

(4) Title: SWOG 8795 - Randomized Prospective Comparison of Bacillus
Calmette~Guerrin and Mitomycin-C Therapy and Prophylaxis
in Superficial Transitional Cell Carcinoma of the Bladder,
with DNA Flow Cytometric Analysis, Phase III

(5) Start Date: 1991 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: No patients enrolled at FAMC.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/111 (3) Status: Completed

(4) Title: SWOG 8834 - A Phase II Evaluation of Fazarabine in
Central Nervous System Tumors

(5) Start Date: 1991 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC ] .

(9) Dept/Svc: Hema/Oncol (10) Associate Investigators: '

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG. .

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Study is closed.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/112 (3) Status: Ongoing

(4) Title: SWOG 8957 - Feasibility Trial of Post-Operative Radio-
therapy + Cisplatin Followed by Three Courses of 5-FU +
Cisplatin in Patients with Resected Head and Neck Cancer

(5) Start Date: 1991 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

.

(9) Dept/Svc: Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: No patients enrolled at FAMC.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/113 (3) Status: Ongoing

(4) Title: The Effect of Recombinant Growth Hormone on Pulmonary
Function in Patients with Chronic Obstructive Pulmonary

Disease
(5) sStart Date: 1991 (6) Est Compl Date: 1994
(7) Principal Investigator: (8) Facility: FAMC

Homer LeMar, MAJ, MC

(9) Dept/Svc: Endocrinology (10) Associate Investigators:
Michael Mcbhermott, LTC, MC
(11) Key Words: Michael McCormack, CPT, MC
growth hormone Marin Kollef, MAJ, MC
COPD William Georgitis, LTC, MC ’
investigational new drug John Merenich, MAJ, MC

Michael Perry, COL, MC
Edwin Fortenbery, MAJ, MC
Nancy Pfander, MAJ, AN
Donna Dolan, CPT, RD

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__Dec__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 9

d. Total Number of Subjects Enrolled to Date: 13

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e" No adverse reactions

(15) Study Objective: To test the effect of recombinant growth hormone‘
on breathing ability. .

(16) Technical Approach: Randomized, prospective, double-blind,
placebo-controlled design using recombinant human growth hormone or
sterile saline placebo in patients with severe chronic obstructive
pulmonary disease currently under follow-up in the Pulmonary Clinic at
FAMC. Patients will be treated for one year. Pre- and post course
measurements such as hand grip strength,pulmonary function, tests of
endurance, bone density, lean body mass and laboratory tests, will be
taken and compared.

(17) Progress: Thirteen patients recruited and six have now started
treatment (growth hormone or placebo). Recruitment continues.
Two more will start treatment in December.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/114 (3) Status: Ongoing

(4) Title: Detection of Renal Artery Stenosis by Noninvasive Testing

(5) Start Date: 1991 (6) Est Compl Date: 1993

(7) Principal Investigator: (8) Facility: FAMC
James Hasbargen, LTC, MC

(9) Dept/Svc: Nephrology (10) Associate Investigators:
James Luethke, MAJ, MC
(11) Key Words: Edwin Fortenbery, MAJ, MC
renal artery stenosis Allan Chantelois, MAJ, MC
captopril
enalaprilat
renogram
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:___Dec_Fb. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 10

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To determine the specificity and sensitivity of
Captopril challenge, Captopril renogram, Enalaprilat renogram, and
duplex ultrasonography in the diagnosis of RAS compared to the standard
arteriography.

(16) Technical Approach: All patients studies will undergo captopril
challenge, captopril renogram, enalaprilat renogram, duplex
ultrasonography and renal arteriogram. Power analysis will be conducted
to determine requirements for total number of patients after first 20
enrolled.

(17) Progress: No progress this FY. Patient enrollment slower than
anticipated. Data collection only to this point.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/115 (3) Status: Ongoing

(4) Title: Prediction of Maximum Exercise Ventilation by
Identification of Optimal Reciprocal Spirometric
Timed Volumes

(5) Start Date: 1991 (6) Est Compl Date: 1992

(7) Principal Investigator: (8) Facility: FAMC
J. Turner, MAJ, MC

(9) Dept/Svc: Pulmonary Disease (10) Associate Investigators:
Robert Browning, BS, DAC

(11) Key Words: Michael Perry, COL, MC
lung volume George Giacoppe, CPT, MC
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:* .

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_ Dec__ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 25

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To improve the brediction of maximum exercise
ventilation during incremental exercise testing.

(16) Technical Approach: Twenty normal and forty COPD subjects will
perform maximal inspiratory and expiratory vital capacity maneuver on a
standard water-seal spirometer while a computer collects volume-time
data. Computer iteration will yield theoretical optimal reciprocal
spirometric times volumes. Patients will then perform standard
incremental exercise studies, and the ventilation parameters observed at
maximum exercise will be compared with the spirometrically derived
predictions.

(17) Progress: Spirometry and exercise study data has been collected
from 25 subjects; 9 normals and 16 abnormals (people with flow data
consistent with OAD). The raw data from these studies is currently
under review, with he study continuing.

Publications and Presentations:

Poster Presentation: ALA/ATS 1991 International Conference, Anaheim, Ca,
May 1991.

Turner J, Perry ME, Browning RJ: Publication: ARRS:1432, no 4, April
1991 (Al169).
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/116 (3) Status: Completed

(4) Title: SWOG 9038 - Extended Administration of Oral Etoposide and
Cyclophosphamide for the Treatment of Advanced Non-Small
Cell Lung Cancer

(5) sStart Date: 1991 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: . b. Review Results:
C. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 1

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) sStudy Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: Patient taken off study for progression of disease

after one cycle, patient has died.

Publications and Presentations: None
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FAMC A.P.R.

(RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date:

30 Sep 92 (2) Protocol #: 91/118 (3) Status: Ongoing

(4) Title:

SWOG 9013 - A Prospective Randomized Comparison of Combined
Modality Therapy for Squamous Carcinoma of the Esophagus:
Chemotherapy Plus Surgery versus Surgery Alone for Patients

with Local Regional Disease, Phase III

(5) Start

Date: 1991 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FaMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: Hema/Oncol (10) Associate Investigators:

N

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: 5. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer

treatment.

(17) Progress: No patients enrolled at FAMC.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/119 (3) Status: Ongoing

(4) Title: SWOG 9039 - Evaluation of Quality of Life in Patients
with Stage D-2 Cancer of the Prostate Enrolled in

SWOG 8894 .
(5) Start Date: 1991 (6) Est Compl Date:
(7) Principal Investigator: (8) Facility: FAMC

Thomas Cosgriff, COL, MC

(9) Dept/Svc: Hema/Oncol (10) Associate Investigators:

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG.

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: No patients enrolled at FAMC.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/120 (3) Status: Ongoing

(4) Title: What is the Prevalence of Gastroesophageal Reflux in
Patients with Sleep Apnea - A Prospective Evaluation

(5) Start Date: 1991 (6) Est Compl Date: 1992

(7) Principal Investigator: (8) Facility: FAMC
Robert Sudduth, MAJ, MC

(9) Dept/Svc: Gastroenterology (10) Associate Investigators:
Michael Perry, COL, MC .
(11) Key Words: David Everett, E-6, RPSGT-CPFT
gastroesophageal reflux Shannon Harrison, LTC, MC
sleep apnea Peter McNally, MAJ, MC
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__ Dec__b. Review Results:
c. Number of Subjects Enrolled During Reporting Period.
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To prospectively determine the prevalence of GE
in adults with the sleep apnea syndrome.

(16) Technical Approach: Polysomnography will be performed in the
usual fashion with monitoring of the following variables: EEG,
electrooculogram, nasal air-flow monitor, oxygen saturation and
respiratory effort. Probe will be placed to monitor esophageal pH and
intra-esophageal pressure. Esophageal pH data will be graphically
analyzed and compared to polysomnographic events, specially examining
for correlation between acid reflux and episodes of apnea.

(17) Progress: No progress this FY. Protocol is ongoing, though there
was a major delay due to equipment problems which are to be shortly
resolved.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/121A (3) Status: Completed

(4) Title: The Effect of Low-Dose Methotrexate on Calcium, Vitamin
D and bone Metabolism in Female Sprague-Dawley Rats.

(S5) Start Date: 1991 (6) Est Compl Date: 1992

(7) Principal Investigator: (8) Facility: FAMC
Kimberly May, CPT, MC, USAF

{(9) Dept/Svc: Rheumatology (10) Associate Investigators:
Daniel Battafarano, MAJ, MC

(11) Key Words: Sterling West, LTC, MC
methotrexate Michael McDermott, LTC, MC
bone metabolism Edward Fortenbery, MAJ, MC

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: b. Review Results:

c. Number of Subjects Enrolled During Reporting Period:

d. Total Number of Subjects Enrolled to Date: 63

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. " May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: The objectives of the study are to determine
the effect of low dose methotrexate administration on calcium and
vitamin D metabolism, and bone mineral content in rats.

(16) Technical Approach: Per protocol approved by LACUC on 15 Jan 91.
(17) Progress: Other serum parameters to assess bone metabolism
reveal significant decre~sed alkaline phosphatase in the MTX treated
rats. Only problem was «(iscussed previously; an episode of heat
stress in which 3 experimental animals died. 12 additional rats will
undergo the protocol study design.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/122 (3) Status: Ongoing

(4) Title: A Multicenter, Double-Blind Study to Evaluate the Safety
and Therapeutic Efficacy of Omeprazole 20mg A.M. or
10mg A.M. as Compated to Placebo During 12/24 Months
Maintenance Treatment of Patients with Duodenal Ulcer
Healing Following 4 Weeks of Omeprazole 20mg A.M.

(5) Start Date: 1991 (6) Est Compl Date: 1993

(7) Principal Investigator: (8) Facility: FAMC
Peter McNally, MAJ, MC

(9) Dept/Svc: Gastroenterology (10) Associate Investigators:

John Meier, MAJ, MC

(11) Key Words: Robert Sudduth, MAJ, MC
omeprazole Nancy Stocker, Pharm.D. .
duodenal ulcer Stephen Freeman, COL, MC

investigational new drug

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__Jan___b. Review Results:
Cc. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 12

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e”

(15) sStudy Objective: The purpose of this investigational new drug
study is to determine if patients identified to have a duodenal ulcer
that is healed with omeprazole can be prevented from experiencing an
ulcer relapse when given on of two dosages or concentrations of this.
medicine when compared to a placebo.

(16) Technical Approach: After endoscopy verifies ulcer healing with
omeprazole, patients will be randomized to receive either maintenance
treatment with omeprazole (10 mg or 20 mg each morning) or placebo.
Laboratory tests and EGD will be performed.

(17) Progress: Twelve patients have been enrolled to date. The
protocol has been formally modified to lengthen the duration of the
maintenance period from 1 to 2 years for all patients who are willing
and give informed consent. Enrollment (nation-wide) in the acute phase
was completed 30 Nov 91. No additional patients will be enrolled.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/123 (3) Status: Ongoing

(4) Title: Relative Efficacy of Three Oxygen Delivery Systems in the
Nocturnal Home Setting

(5) Start Date: 1991 (6) Est Compl Date: 1992

(7) Principal Investigator: (8) Facility: FAMC
Scott Sample, CPT, MC

(9) Dept/Svc: Pulmonary Disease (10) Associate Investigators:
Michael Perry, COL, MC

(11) Key Words:
hypoxemic lung disease

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__Jan__b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: 2

d. Total Number of Subjects Enrolled to Date: 9

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as "(14)e"

(15) Study Objective: To determine which of three standard modes of
oxygen delivery are the most efficacious in an ambulatory setting using
nocturnal pulse oximetry as a measure of efficacy.

(16) Technical Approach: To compare the efficacy of transtracheal
oxygen therapy, nasal cannula and reservoir pendant oxygen systems in an
ambulatory setting using nocturnal pulse oximetry recorders in patients
on home oxygen therapy.

(17) Progress: Nine patients have completed the study. One or two
patients are followed on a weekly basis. Total of 15 subjects will be
enrolled. Study needs to be extended due to non-availability of
monitors and problems recruiting subjects.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/124 (3) Status: Ongoing

(4) Title: A Controlled, Randomized, Open Pilot Study to Investigate
the Effects of Intra-arterial (or Intravenous) Atrial
Natriuretic Peptide in the Treatment of Acute Renal Failure

(5) Start Date: 1991 (6) Est Compl Date: 1992

(7) Principal Investigator: (8) Facility: FAMC
James Hasbargen, LTC, MC

(9) Dept/Svc: Nephrology (10) Associate Investigators:
James Luethke, MAJ, MC ‘

(11) Key Words:
investigational new drug
Gallopamil
atrial natriuretic peptide

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:___Jan__b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 4

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as "(14)e"

(15) Study Objective: This study should serve as a preliminary
investigation as to whether two medications can reverse kidney failure
and whether giving the medications directly into the arteries to the
kidneys will be practical.

(16) Technical Approach: Prospective study of effectiveness of atrial
natriuretic factor versus Gallopamil in the treatment of acute renal
failure. The medications will be given via the renal artery. Study
recently amended for intravenous use.

(17) Progress: Gallopamil discontinued secondary to principal
investigator’s request. Also protocol was amended to use the
intravenous formulation, and in fact 3/4 subjects used the 1V form.

No additional patients enrolled.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/125 (3) Status: Ongoing

(4) Title: An Ultrastructural Study of the Dermal-Epidermal Junction
Following Skin Splitting with Various Methods

(5) Start Date: 1991 (6) Est Compl Date: 1991
(7) Principal Investigator: (8) Facility: FAMC
Kathleen David-Bahar, MAJ, MC
(9) Dept/Svc: Dermatology (10) Associate Investigators:
Scott Bennion, LTC, MC
(11) Key Words: Rodney Williams, SPC

skin splitting

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_Feb b. Review Results:
c. Number of Subjects Enrolled During Reporting Period: NA

d. Total Number of Subjects Enrolled to Date: NA

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as " (14)e"

(15) Study Objective: To demonstrate a reproducible site of
separation, routine use of such "split skin" methods that will become
the standard for the indirect immunofluorescence evaluation of bullous
skin disorders.

(16) Technical Approach: Specimens of discarded human adult skin and
neonatal foreskin will be subjected to dermal-epidermal separation using
each of three methods: NaCl, EDTA, and dispase. Each specimen will
then be processed for electron microscopy, after incubation in specific
monoclonal antibodies to known anatomic components of the dermal-
epidermal junction. Two investigators independently evaluate and be
blinded to the source of the specimens in making their assessments.

(17) Progress: Successful splitting of the skin has been accomplished
with both the NaCl and the EDTA methods. This splitting has been
evaluated with routine hematoxylin and eosin staining on the 1light
microscopy level, demonstrating the split is occurring in the area of
the basement membrane zone. We have had numerous difficulties in the
methodology of our immunogold technique for mapping the split with
monoclonal antibodies. Extensive technical trials and alterations have
been tried. We have not yet had success in immunogold staining with our
monoclonal antibodies to the basement membrane zone components, however,
we have demonstrated staining using immuhofluorescence techniques.
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With anti-laminin antibodies, the staining has appeared on the epidermal
side of the split skin,a nd with anti-BG-3 antibodies, we have shown
consistent staining on the dermal side of the split. Thus, we believe
that the relevant antigens are preserved in our splitting techniques,
and that technical problems are the likely reason for our lack of
staining with immunogold techniques. We are pursuing the technical
difficulties at this time.

FY 92 - No progress, just returned from two months maternity and
annual leave.

Publications and Presentations: None

159




FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/126 (3) Status: Ongoing

(4) Title: Efficacy of Oral Cromolyn Sodium in Documented Adverse
Food Reactions, A Double-Blind Placebo-Controlled Trial
with Food Challenges

(5) Start Date: 1991 (6) Est Compl Date: 1993

(7) Principal Investigator: (8) Facility: FAMC
Evan Matheson, MAJ, MC

(9) Dept/Svc: Allergy (10) Associate Investigators:
_ Anthony Henry, LTC, MC

(11) Key Words: T. Ray Vaughan, MAJ, MC
food reactions Bryan Martin, MAJ, MC

cromolyn sodium

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_ FEB b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continved on a
separate sheet, and designated as " (14)e"

(15) Study Objective: To determine the efficacy of oral cromolyn
sodium in patients with documented adverse food reactions.

(16) Technical Approach: Food skin testing and breathing tests will be
done followed by food challenges, using placebo or real food, to
document subject’s reaction. Subjects will be randomized to placebo or
drug. After 10 days the subjects will be re-challenged in a double-
blind fashion. After a two-week washout, subjects will be crossed over
and the challenges repeated after 10 days.

(17) Progress: Seven patients screened, 3 entered protocol, 2
completed protocol, no adverse reactions.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/127 (3) Status: Ongoing

(4) Title: Effectiveness of Simethicone to Improve Visibility During
Colonoscopy When Given with a Peroral FLEET Diphosphate
Laxative: A Double-Blind Randomized Placebo Controlled

Study
(5) Start Date: 1991 (6) Est Compl Date: 1992
(7) Principal Investigator: (8) Facility: FAMC

Robert Sudduth, MAJ, MC

(9) Dept/Svc: Gastroenterology (10) Associate Investigators:
Nancy Stocker-Stolpman, PharmD
(11) Key Words: Peter McNally, MAJ, MC
colonoscopy
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report
(14) a. Date, Latest IRC Review:__Feb . Review Results:
C. Number of Subjects Enrolled During Reporting Period: 10
d. Total Number of Subjects Enrolled to Date: 50

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To prospectively determine if the co-adminis-
tration of simethicone with Fleet per oral bowel pre can improve
preparation for colonoscopy.

(16) Technical Approach: The subject population (220) will be
randomized to Fleet with simethicone or to Fleet with placebo. During
colonoscopy the investigators will use a scoring system to evaluate
the number of bubbles and visibility while examining five areas of the
colon.

(17) Progress: Going fairly well with 40 patients studied -
may need until Spring 92 to complete. Ten more enrolled.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/128 (3) Status: Terminated

(4) Title: A Prospective, Randomized, Open-Label Comparative Trial
of Dideoxyinosine (ddI) versus Dideoxycytidine (ddC) in
HIV-Infected Patients Who Are Intolerant of or Who Have
Failed 2idovudine (2DV) Therapy

(5) Start Date: 1991 (6) Est Compl Date: 1994

(7) Principal Investigator: (8) Facility: FAMC
Robert H. Gates, LTC, MC

(9) Dept/Svc: Infectious Disease (10) Associate Investigators:
W. Russell Byrne, LTC, MC
(11) Key Words: P. Bakker, MSN
HIV R. Wright, MAJ, MC
ddi/ddc S.M. Harrison, LTC, MC

investigational new drugs

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_Mar b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 3

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To evaluate and compare the efficacy and
toxicity associated with ddI and ddC in patients with HIV infection who
are intolerant of or have failed Zidovudine therapy.

(16) Technical Approach: A 2-year, prospective, 2-arm, randomized,
multicenter, comparative study. Switchover is optional once a primary
endpoint has been met after 12 wk on the original drug assignment.
Switchover may occur at any time once a drug intolerance endpoint has
been met.

(17) Progress: This study was reported as completed in the FY 91
Annual Progress Report due to impending release of the drugs by the FDA.
The NIH decided to continue the study. Six patients were enrolled in
this study, two died during the study (not unexpectedly) and the
remaining four have had no unexpected adverse experiences.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/129 (3) Status: Ongoing

(4) Title: SWOG 9046 - Evaluation of 10-EdAM in Patients with Squamous
Cell Carcinoma of the Head and Neck, Phase II

(5) Start Date: 1991 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: Hema/Oncol (10) Associate Investigators: .

(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: b. Review Results:
C. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) sStudy Objective: To participate in SWOG. ‘

(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: No patients enrolled at FaMC.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 3 Mar 92 (2) Protocol #: 91/130 (3) Status: Terminated

(4) Title: MGI 136-07-P90-03: A Double-blind, Randomized, Placebo
Controlled Study of Diethylidithiocarbamate (DDTC) Used
as a Protective Agent Against Cisplatin-Induced Toxicities
in Patients with Small Cell or Non-Small Cell Carcinoma

(5) Start Date: 1991 (6) Est Compl Date: 1992

(7) Principal Investigator: (8) ?acility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: Hema/Oncol (10) Associate Investigators:

(11) Key Words:
pDTC
cisplatin-induced toxicities
lung cancer
investigational new drug

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_Mar b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a.
separate sheet, and designated as "(14)e"

(15) Study Objective: The purpose of this study is to determine
whether DDTC significantly reduces cisplatin-induced side effects in
patients treated with cisplatin for small cell or non-small cell lung
cancer.

(16) Technical Approach: Multi-center, investigational new drug
protocol sponsored by Molecular Genetics, Incorporated. By double-
blind randomization patients will be treated with either cisplatin and
VP-16 plus DDTC or Cisplatin and VP-16 plus a placebo. It is estimat~
ed that approximately five eligible subjects will be enrolled at FAMC.
treatment.

(17) Progress: Study is Terminated - No patients have been enrolled
at FAMC, although there have been some patients worked up who were
ineligible. As of 10 Feb 92 MCI has suspended enrollment and treat-
ment while they assess available data on observed increase in the
number of premature withdrawals from treatment in the DDTC treated
group.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/131 (3) Status: Completed

(4) Title: Survey of Aerobic Bacteria in Chenopod and Amaranth Pollens
and Their Effects on Pollen Extracts Used for
Desensitization in Allergic Disease

(5) Start Date: 1991 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FaMC
Lawrence Larson, MAJ, MC

(9) Dept/Svc: Allergy (10) Associate Investigators: ‘
Terese Copeland, MAJ, MC
(11) Key Words: T. Ray Vaughan, MAJ, MC
pollen extracts Leo Andron, LTC, MS
aerobic bacteria Pari Morse, DAC
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_ _Apr_ _ b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: Determine the following parameters: 1) Extent
of aerobic bacteria present in Chenopod-Amaranth pollen with
determination of different species and relative amounts. 2) The effects
of aerobic bacteria on the amounts and kinds of protein obtained during
the extraction of pollen will be assessed.

(16) Technical Approach: A number of highly technical laboratory
procedures will be performed according to the plan of the protocol.

(17) Progress: Laboratory procedures completed on bacterial survey.
Preliminary data has been submitted for presentation and publication.

Publications and Presentations: None.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/132 (3) Status: Ongoing

(4) Title: Amlodipine Cardiovascular Community Trial

(5) Start Date: 1991 (6) Est Compl Date: 1993

(7) Principal Investigator: (8) Facility: FAMC
James Hasbargen, LTC, MC

(9) Dept/Svc: Nephrology (10) Associate Investigators:
(11) Key Words:

hypertension

Amlodipine

investigational new drug

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:+
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__May _b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 3
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To determine the effectiveness of Amlopidine in
the treatment of essential hypertension (diastolic blood pressure 95-110
off medications).

(16) Technical Approach: The study will include a 2-3 week placebo
run-in phase followed by a 4-week efficacy phase and a 12-week
maintenance phase. At that time, the study may be terminated or the
patient may be extended on long-term followup dependent upon the
patient’s desires.

(17) Progress: Three patient enrolled in the study.

Publications and Presentations: None.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/133 (3) Status: Ongoing

(4) Title: SWOG 9111 - (EST 1690) Post-Operative Adjuvant Interferon
Alpha 2 in Resected High-Risk Primary and Regionally
Metastatic Melanoma, Intergroup

(5) sStart Date: 1991 (6) Est Compl Date:

(7) Principal Investigator: (8) Facility: FAMC
Thomas Cosgriff, COL, MC

(9) Dept/Svc: Hema/Oncol (10) Associate Investigators: .

{(11) Key Words:

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To participate in SWOG. .
(16) Technical Approach: To determine the most effective cancer
treatment.

(17) Progress: No patients enrolled at FAMC.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/134 (3) Status: Ongoing

(4) Title: The Use of Cultured Skin Cells and Monoclonal Antibodies
to Evaluate the Development and Function of Various
Proteins in Keratinocytes and Other Epidermal and Dermal

Cells )
(5) Start Date: 1991 (6) Est Compl Date: 1993
(7) Principal Investigator: (8) Facility: FAMC

Scott Bennion, LTC, MC

(9) Dept/Svc: Dermatology (10) Associate Investigators:
James Fitzpatrick, LTC, MC
(11) Key Words: Loren Golitz, MD, UCHSC
keratinocytes Ron Jackson, CPT, MS
monoclonal antibodies Don Mercill, DAC
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:___Jun___b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: Through the use of cultured human epidermal
cells this study will determine the specificity of monoclonal antibodies
for certain skin protein antigens implicated in skin tumors and whether
the expression of these antigens changes with alterations in the celll
culture environment such as density of cells and exposure to UV light.

(16) Technical Approach: This study involves a number of highly
technical laboratory procedures as outlined in the protocol.

(17) Progress: Several preliminary staining experiments have been
done. CPT Mary Mather-Mondrey is currently working on the project
during my absence.

Publications and Presentations: None.
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/135A (3) Status: Ongoing

(4) Title: 1Induction of Clinical lesions in XID/Beige/Nude Mice
Using Various Factors

(5) Start Date: 1991 (6) Est Compl Date: 1991

(7) Principal Investigator: (8) Facility: FAMC
Scott Bennion, LTC, MC

(9) Dept/Svc: Dermatology (10) Associate Investigators:
Lela Lee, MD, UCHSC ‘
(11) Key Words: Ronald Jackson, PhD
lupus erythematosus Donald Mercill, DAC
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review: . b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 40

e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as "(14)e"

(15) Study Objective: To develop a working animal model of subcuta-
neous lupus erythematosus; to induce clinical and histological lesions ‘
of SCLE in the beige/nude/XID mouse; to characterize the lesions

produced histologically and immunologically.

(16) Technical Approach: Per protocol approved by LACUC 18 Jul 91.
(17) Progress: 40 nude mice were grafted with human skin. Analysis
of data and tissue is still in progress. Principal investigator
temproarily assigned to Kuwait.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/136 (3) sStatus: Ongoing

(4) Title: I. A Clinical and Radiographic Comparison of Parenteral
Gold Versus Parenteral Methotrexate in the Treatment of
Early Rheumatoid Arthritis. II. The Effect of Low-Dose
Methotrexate on Bone Metabolism and Bone Density

(5) Start Date: 1991 (6) Est Compl Date: 1994

(7) Principal Investigator: (8) Facility: FAMC
Daniel Battafarano, MAJ, MC

(9) Dept/Svc: Rheumatology (10) Associate Investigators:
Kimberly May, CPT, MC
(11) Key Words: Sterling West, LTC, MC
arthritis Michael McDermott, LTC, MC
methotrexate Paul Miller, MD, UCHSC

bone density

(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*
*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:__ Jul__b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date:
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a
separate sheet, and designated as " (14)e"

(15) Study Objective: Part I: a) to compare the clinical efficacy of
parenteral gold and parenteral methotrexate in the treatment of
rheumatoid arthritis; b) to compare radiographic progression of RA in
these two treatment groups. Part II: to evaluate the effect of low-dose
methotrexate on bone metabolism and bone density.

(16) Technical Approach: Patients will be randomly assigned to receive
either intramuscular methotrexate or gold. Laboratory tests anrnd bone
densitometries will be performed periodically to monitor rheumatoid
arthritis and drug therapy.

(17) Progress: None to date. No funding available for this study at
this time. The study will be submitted for a 1992 Arthritis Foundation
Research Award and also to FACT for assistance but have not received any
feedback.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summary Sheet (HSCR 40-23 as amended)

(1) Date: 30 Sep 92 (2) Protocol #: 91/137 (3) Status: Ongoing

(4) Title: Effect of Specific Immunotherapy on Peripheral Lymphocyte
Intracellular Adhesion Molecules (ICAM 1)

(S5) Start Date: 1991 (6) Est Compl Date: 1993

(7) Principal Investigator: (8) Facility: FAMC
Allan Au, MAJ, MC

(9) Dept/Svc: Allergy (10) Associate Investigators:
T. Ray Vaughan, MAJ, MC .
(11) Key Words: Richard Weber, COL, MC
immunotherapy Anthony Henry, LTC, MC
lymphocytes Matthew Cary, CPT, MC
ICAM 1
(12) Accumulative MEDCASE:* (13) Est Accum OMA Cost:*

*Refer to Unit Summary Sheet of this Report

(14) a. Date, Latest IRC Review:_Jul_ ., b. Review Results:
c. Number of Subjects Enrolled During Reporting Period:
d. Total Number of Subjects Enrolled to Date: 31
e. Note any adverse drug reactions reported to the FDA or sponsor for
studies conducted under an FDA-awarded IND. May be continued on a

separate sheet, and designated as " (14)e"

(15) sStudy Objective: To determine if there is up regulation or down
regulation of cell surface ICAM molecules on circulating T lymphocytes
when comparing patients on successful specific immunotherapy compared to
age and sex matched controls.

(16) Technical Approach: This study will use the cytofluorometric
technique to measure changes in the relative number of cell surface ICAM
molecules comparing patients on successful immunotherapy to controls.

(17) Progress: Thus far 31 patients entered into the study. No
conclusions can be formed from the data yet. We are currenlty awaiting
the arrival of the new allergy fellows for continuance of the protocol.

Publications and Presentations: None
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FAMC A.P.R. (RCS MED 300) Detail Summar